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Fees, Patient Contributions and
Safety Net Thresholds

The following fees, patient contributions and safety net thresholds apply as at 1 November 2023 and are included, where

applicable, in prices published in the Schedule —

Dispensing Fees:

Additional Fees (for safety net prices):

Patient Co-payments:

Safety Net Thresholds:

Safety Net Card Issue Fee:

Ready-prepared
Dangerous drug fee
Extemporaneously-prepared

Allowable additional patient charge*

Ready-prepared

Extemporaneously-prepared

General

Concessional

General

Concessional

$8.37
$5.18
$10.41
$3.29

$1.40
$1.80

$30.00
$7.30

$1563.50
$262.80

$11.42

* The allowable additional patient charge is a discretionary charge to general patients if a pharmaceutical item has a dispensed
price for maximum quantity less than the general patient co-payment. The pharmacist may charge general patients the
allowable additional fee but the fee cannot take the cost of the prescription above the general patient co-payment for the
medicine. This fee does not count towards the Safety Net threshold.

Schedule of Pharmaceutical Benefits — November 2023



Summary of Changes

These changes to the Schedule of Pharmaceutical Benefits are effective from 1 November 2023. The Schedule is updated on
the first day of each month and is available on the internet at www.pbs.gov.au.

Prescriber Bag
Alterations

Alteration —
From

3453R
To
3453R
From
10209H

To
10209H

Alteration —

3453R

10209H

General
Additions

Brand Name

Pfizer Australia Pty Ltd, PF — ATROPINE SULFATE, atropine sulfate monohydrate 600 microgram/mL injection,
10 x 1 mL ampoules

Atropine Injection (Pfizer), WZ — ATROPINE SULFATE, atropine sulfate monohydrate 600 microgram/mL
injection, 10 x 1 mL ampoules

Pfizer Australia Pty Ltd, PF — LIDOCAINE, lidocaine hydrochloride monohydrate 1% (50 mg/5 mL) injection, 5 x
5 mL ampoules

Lignocaine Injection (Pfizer), WZ — LIDOCAINE, lidocaine hydrochloride monohydrate 1% (50 mg/5 mL)
injection, 5 x 5 mL ampoules

Manufacturer Code

From To
Atropine Injection (Pfizer) — ATROPINE SULFATE, atropine sulfate monohydrate 600 PF wz
microgram/mL injection, 10 x 1 mL ampoules

PF Wz

Lignocaine Injection (Pfizer) — LIDOCAINE, lidocaine hydrochloride monohydrate 1%
(50 mg/5 mL) injection, 5 x 5 mL ampoules

Pharmaceutical Benefits

Addition - Item

13726K
13727L
13691N
13703F
13704G
13732R
13686H

13692P

13721E
13722F

ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL syringes (Orencia)
ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL pen devices (Orencia ClickJect)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Yuflyma)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)



http://www.pbs.gov.au/

13694R AMOXICILLIN + CLAVULANIC ACID, amoxicillin 400 mg/5 mL + clavulanic acid 57 mg/5 mL powder for oral
liquid, 50 mL (Amoxicillin and clavulanate potassium for oral suspension, USP 400 mg/57 mg per 5 mL
(Aurobindo))

13728M AMOXICILLIN + CLAVULANIC ACID, amoxicillin 400 mg/5 mL + clavulanic acid 57 mg/5 mL powder for oral
liquid, 50 mL (Amoxicillin and clavulanate potassium for oral suspension, USP 400 mg/57 mg per 5 mL
(Aurobindo))

13689L BARICITINIB, baricitinib 2 mg tablet, 28 (Olumiant)

13702E BARICITINIB, baricitinib 4 mg tablet, 28 (Olumiant)

13719C BUDESONIDE, budesonide 500 microgram orally disintegrating tablet, 60 (Jorveza)

13711P BUDESONIDE, budesonide 1 mg orally disintegrating tablet, 60 (Jorveza)

13735X CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)

13701D CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)

13695T EMPAGLIFLOZIN, empagliflozin 10 mg tablet, 30 (Jardiance)

13688K ENOXAPARIN SODIUM, enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL syringes (Exarane Forte)

13710N ENOXAPARIN SODIUM, enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL syringes (Clexane Forte
Safety-Lock, Exarane Forte)

13717Y ENOXAPARIN SODIUM, enoxaparin sodium 150 mg/mL injection, 10 x 1 mL syringes (Exarane Forte)

13729N ENOXAPARIN SODIUM, enoxaparin sodium 150 mg/mL injection, 10 x 1 mL syringes (Clexane Forte Safety-
Lock, Exarane Forte)

13693Q ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)

13687J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys)
13697X ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)
13708L ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys)
13698Y ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys)
13707K ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys)
13733T ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

13714T GLYCOMACROPEPTIDE AND ESSENTIAL AMINO ACIDS WITH VITAMINS AND MINERALS,
glycomacropeptide and essential amino acids with vitamins and minerals powder for oral liquid, 30 x 40 g
sachets (Camino Pro Bettermilk)

13699B GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)
13706J GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi)

13736Y METHYLPREDNISOLONE, methylprednisolone (as sodium succinate) 40 mg powder for injection, 1 vial (Solu-
Medrone)

13685G TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection)
13720D TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen)
13730P TOFACITINIB, tofacitinib 5 mg tablet, 56 (Xeljanz)

Addition — Brand

13222X Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
13227E Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
13495G BTC Atorvastatin, BG — ATORVASTATIN, atorvastatin 10 mg tablet, 30

8213G BTC Atorvastatin, BG — ATORVASTATIN, atorvastatin 10 mg tablet, 30

13529C BTC Atorvastatin, BG — ATORVASTATIN, atorvastatin 20 mg tablet, 30

8214H BTC Atorvastatin, BG — ATORVASTATIN, atorvastatin 20 mg tablet, 30

13468W BTC Atorvastatin, BG — ATORVASTATIN, atorvastatin 40 mg tablet, 30

8215J BTC Atorvastatin, BG — ATORVASTATIN, atorvastatin 40 mg tablet, 30

13374X BTC Atorvastatin, BG — ATORVASTATIN, atorvastatin 80 mg tablet, 30
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8521L
1153Q
8558K
8716R
8510X
8639Q
8262W
8640R
5434B
8263X
5435C
8264Y
11218K
11211C
13385L
9483D
13442L
9484E
13535J
8881K
13595M
8882L
11107N
3190X
3192B
5123P
5124Q
2174K
9287T
2175L
2173J
10833E
10835G
10842P
10851D
10855H
8054X
10839L
10840M
10843Q
10844R
10848Y
8128T
10834F

BTC Atorvastatin, BG — ATORVASTATIN, atorvastatin 80 mg tablet, 30

THIRAZOL, NB — CARBIMAZOLE, carbimazole 5 mg tablet, 100

Exarane, JU—- ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes
Exarane, JU—- ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes
Exarane, JU—- ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes
Exarane, JU— ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes
Exarane, JU— ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes
Exarane, JU— ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes
Exarane, JU— ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes
Exarane, JU—- ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes
Exarane, JU—- ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes
Exarane, JU—- ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes

Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices

Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

Zimybe 10/10, MQ — EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 10 mg tablet, 30

Zimybe 10/10, MQ — EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 10 mg tablet, 30

Zimybe 10/20, MQ — EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 20 mg tablet, 30

Zimybe 10/20, MQ — EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 20 mg tablet, 30

Zimybe 10/40, MQ — EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 40 mg tablet, 30

Zimybe 10/40, MQ — EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 40 mg tablet, 30

Zimybe 10/80, MQ — EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 80 mg tablet, 30

Zimybe 10/80, MQ — EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 80 mg tablet, 30
FOSAPREPITANT MSN, RQ — FOSAPREPITANT, fosaprepitant 150 mg injection, 1 vial

MEDICHOICE Ibuprofen 400 mg, NB — IBUPROFEN, ibuprofen 400 mg tablet, 30

MEDICHOICE Ibuprofen 400 mg, NB — IBUPROFEN, ibuprofen 400 mg tablet, 30

MEDICHOICE Ibuprofen 400 mg, NB — IBUPROFEN, ibuprofen 400 mg tablet, 30

MEDICHOICE Ibuprofen 400 mg, NB — IBUPROFEN, ibuprofen 400 mg tablet, 30

Levothyroxine Sandoz, SZ — LEVOTHYROXINE, levothyroxine sodium 50 microgram tablet, 200
Levothyroxine Sandoz, SZ — LEVOTHYROXINE, levothyroxine sodium 75 microgram tablet, 200
Levothyroxine Sandoz, SZ — LEVOTHYROXINE, levothyroxine sodium 100 microgram tablet, 200
Levothyroxine Sandoz, SZ — LEVOTHYROXINE, levothyroxine sodium 200 microgram tablet, 200

Supriad Cream, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g

Supriad Cream, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g

Supriad Cream, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g

Supriad Cream, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g

Supriad Cream, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g

Supriad Cream, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g

Supriad Fatty Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
Supriad Fatty Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
Supriad Fatty Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
Supriad Fatty Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
Supriad Fatty Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
Supriad Fatty Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
Supriad Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g




10836H Supriad Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
10845T Supriad Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
10846W Supriad Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
10853F Supriad Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
8055Y Supriad Ointment, LG — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
8370M ARX-NALTREXONE, XT — NALTREXONE, naltrexone hydrochloride 50 mg tablet, 30
5469W PHARMACOR VARENICLINE, CR — VARENICLINE, varenicline 1 mg tablet, 56
9129L PHARMACOR VARENICLINE, CR — VARENICLINE, varenicline 1 mg tablet, 56
9128K PHARMACOR VARENICLINE, CR — VARENICLINE, varenicline 500 microgram tablet [11] (&) varenicline 1 mg
tablet [42], 53

Addition — Equivalence Indicator

8558K Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL

syringes

8716R Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL
syringes

8510X Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL
syringes

8639Q Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL
syringes

8262W Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL
syringes

8640R Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL
syringes

5434B Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL
syringes

8263X Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL
syringes

5435C Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL
syringes

8264Y Clexane Safety-Lock, AV — ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL
syringes

10833E Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g
10835G Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g
10842P Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g
10851D Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g
10855H Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g
8054X Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% cream, 15 g
10834F Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
10836H Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
10845T Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
10846W  Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
10853F Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
8055Y Advantan, LO — METHYLPREDNISOLONE, methylprednisolone aceponate 0.1% ointment, 15 g
8370M Naltrexone GH, GQ — NALTREXONE, naltrexone hydrochloride 50 mg tablet, 30

9128K Champix, PF — VARENICLINE, varenicline 500 microgram tablet [11] (&) varenicline 1 mg tablet [42], 53

Addition — Note

5011R AMOXICILLIN + CLAVULANIC ACID, amoxicillin 400 mg/5 mL + clavulanic acid 57 mg/5 mL powder for oral
liquid, 60 mL (Augmentin Duo 400, Curam Duo)
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8319W AMOXICILLIN + CLAVULANIC ACID, amoxicillin 400 mg/5 mL + clavulanic acid 57 mg/5 mL powder for oral
liquid, 60 mL (Augmentin Duo 400, Curam Duo)

8558K ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes (Clexane Safety-
Lock, Exarane)

8716R ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes (Clexane Safety-
Lock, Exarane)

8510X ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes (Clexane Safety-
Lock, Exarane)

8639Q ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes (Clexane Safety-
Lock, Exarane)

8262W ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes (Clexane Safety-
Lock, Exarane)

8640R ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes (Clexane Safety-
Lock, Exarane)

5434B ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes (Clexane Safety-
Lock, Exarane)

8263X ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes (Clexane Safety-
Lock, Exarane)

5435C ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes (Clexane Safety-Lock,
Exarane)

8264Y ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes (Clexane Safety-Lock,
Exarane)

Addition — Caution
1964J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)
1963H ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

Addition — Restriction

8558K ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes (Clexane Safety-
Lock, Exarane)

8510X ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes (Clexane Safety-
Lock, Exarane)

8262W ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes (Clexane Safety-
Lock, Exarane)

8263X ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes (Clexane Safety-
Lock, Exarane)

8264Y ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes (Clexane Safety-Lock,
Exarane)

Deletions
Deletion — Item

10652P GLYCOMACROPEPTIDE AND ESSENTIAL AMINO ACIDS WITH VITAMINS AND MINERALS,
glycomacropeptide and essential amino acids with vitamins and minerals powder for oral liquid, 30 x 49 g
sachets (Camino Pro Bettermilk)

Deletion — Brand
11941L Alphaclav Duo Viatris, AL — AMOXICILLIN + CLAVULANIC ACID, amoxicillin 500 mg + clavulanic acid 125 mg

tablet, 10

1891M Alphaclav Duo Viatris, AL — AMOXICILLIN + CLAVULANIC ACID, amoxicillin 500 mg + clavulanic acid 125 mg
tablet, 10

5008N Alphaclav Duo Viatris, AL — AMOXICILLIN + CLAVULANIC ACID, amoxicillin 500 mg + clavulanic acid 125 mg
tablet, 10

2338C Optifresh Tears, PP — CARMELLOSE SODIUM, carmellose sodium 0.5% eye drops, 30 x 0.4 mL unit doses
5506T Optifresh Tears, PP — CARMELLOSE SODIUM, carmellose sodium 0.5% eye drops, 30 x 0.4 mL unit doses




2324H Optifresh Plus, PP — CARMELLOSE SODIUM, carmellose sodium 1% eye drops, 30 x 0.4 mL unit doses
5505R Optifresh Plus, PP — CARMELLOSE SODIUM, carmellose sodium 1% eye drops, 30 x 0.4 mL unit doses

13427Q CLOPIDOGREL/ASPIRIN AN 75/100, ED — CLOPIDOGREL + ASPIRIN, clopidogrel 75 mg + aspirin 100 mg
tablet, 30

9296G CLOPIDOGREL/ASPIRIN AN 75/100, ED — CLOPIDOGREL + ASPIRIN, clopidogrel 75 mg + aspirin 100 mg
tablet, 30

8452W Amaryl, SW — GLIMEPIRIDE, glimepiride 4 mg tablet, 30

8814X CHEMISTS' OWN OSTEO RELIEF PARACETAMOL, RF — PARACETAMOL, paracetamol 665 mg modified
release tablet, 96

2363J Pregabalin GH, GQ — PREGABALIN, pregabalin 300 mg capsule, 56

Deletion — Equivalence Indicator
2338C Cellufresh, VE — CARMELLOSE SODIUM, carmellose sodium 0.5% eye drops, 30 x 0.4 mL unit doses
5506T Cellufresh, VE — CARMELLOSE SODIUM, carmellose sodium 0.5% eye drops, 30 x 0.4 mL unit doses
2324H Celluvisc, VE — CARMELLOSE SODIUM, carmellose sodium 1% eye drops, 30 x 0.4 mL unit doses
5505R Celluvisc, VE — CARMELLOSE SODIUM, carmellose sodium 1% eye drops, 30 x 0.4 mL unit doses

Alterations
Alteration — Item Description
From

10034D BUDESONIDE, budesonide 2 mg/application enema, 2 x 14 applications (Budenofalk)
To

10034D BUDESONIDE, budesonide 2 mg/application foam, 2 x 14 applications (Budenofalk)
From

8768L MESALAZINE, mesalazine 1 g/application enema, 14 applications (Salofalk)
To

8768L MESALAZINE, mesalazine 1 g/application foam, 14 applications (Salofalk)

Alteration — Brand Name

From

13421J Valsartan/Amlodipine Novartis 80/5, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 80 mg
tablet, 28

To

13421J Amlodipine/Valsartan Novartis 5/80, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 80 mg
tablet, 28

From

9375K Valsartan/Amlodipine Novartis 80/5, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 80 mg
tablet, 28

To

9375K Amlodipine/Valsartan Novartis 5/80, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 80 mg
tablet, 28

From

13516J Valsartan/Amlodipine Novartis 160/5, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 160 mg
tablet, 28

To

13516J Amlodipine/Valsartan Novartis 5/160, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 160 mg
tablet, 28

From

9376L Valsartan/Amlodipine Novartis 160/5, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 160 mg
tablet, 28

To

9376L Amlodipine/Valsartan Novartis 5/160, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 160 mg
tablet, 28
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From
13604B

To
13604B

From
5459H

To
5459H

From
13454D

To
13454D

From
9377M

To
9377M

From
13389Q

To
13389Q

From
5460J

To
5460J

From

13448T

To
13448T

From
13603Y

To
13603Y
From
5285E

To
5285E

Valsartan/Amlodipine Novartis 320/5, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 320 mg
tablet, 28

Amlodipine/Valsartan Novartis 5/320, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 320 mg
tablet, 28

Valsartan/Amlodipine Novartis 320/5, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 320 mg
tablet, 28

Amlodipine/Valsartan Novartis 5/320, NM — AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 320 mg
tablet, 28

Valsartan/Amlodipine Novartis 160/10, NM — AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan
160 mg tablet, 28

Amlodipine/Valsartan Novartis 10/160, NM — AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan
160 mg tablet, 28

Valsartan/Amlodipine Novartis 160/10, NM — AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan
160 mg tablet, 28

Amlodipine/Valsartan Novartis 10/160, NM — AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan
160 mg tablet, 28

Valsartan/Amlodipine Novartis 320/10, NM — AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan
320 mg tablet, 28

Amlodipine/Valsartan Novartis 10/320, NM — AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan
320 mg tablet, 28

Valsartan/Amlodipine Novartis 320/10, NM — AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan
320 mg tablet, 28

Amlodipine/Valsartan Novartis 10/320, NM — AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan
320 mg tablet, 28

Valsartan/Amlodipine/HCT Novartis 160/5/12.5, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28

Amlodipine/Valsartan/HCT Novartis 5/160/12.5, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28

Valsartan/Amlodipine/HCT Novartis 160/5/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28

Amlodipine/Valsartan/HCT Novartis 5/160/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28

Valsartan/Amlodipine/HCT Novartis 160/5/12.5, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28

Amlodipine/Valsartan/HCT Novartis 5/160/12.5, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28




From

5286F Valsartan/Amlodipine/HCT Novartis 160/5/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28
To

5286F Amlodipine/Valsartan/HCT Novartis 5/160/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28

From

13390R Valsartan/Amlodipine/HCT Novartis 160/10/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28
To

13390R Amlodipine/Valsartan/HCT Novartis 10/160/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28

From

13514G Valsartan/Amlodipine/HCT Novartis 160/10/12.5, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28
To

13514G Amlodipine/Valsartan/HCT Novartis 10/160/12.5, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28

From

5287G Valsartan/Amlodipine/HCT Novartis 160/10/12.5, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28
To

5287G Amlodipine/Valsartan/HCT Novartis 10/160/12.5, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28

From

5288H Valsartan/Amlodipine/HCT Novartis 160/10/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28
To

5288H Amlodipine/Valsartan/HCT Novartis 10/160/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28

From

13573J Valsartan/Amlodipine/HCT Novartis 320/10/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 320 mg + hydrochlorothiazide 25 mg tablet, 28
To

13573J Amlodipine/Valsartan/HCT Novartis 10/320/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 320 mg + hydrochlorothiazide 25 mg tablet, 28

From

5289J Valsartan/Amlodipine/HCT Novartis 320/10/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 320 mg + hydrochlorothiazide 25 mg tablet, 28

To

5289J Amlodipine/Valsartan/HCT Novartis 10/320/25, NM — AMLODIPINE + VALSARTAN +
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 320 mg + hydrochlorothiazide 25 mg tablet, 28

From

1089H Pfizer Australia Pty Ltd, PF — ATROPINE SULFATE, atropine sulfate monohydrate 600 microgram/mL injection,
10 x 1 mL ampoules
To

1089H Atropine Injection (Pfizer), WZ — ATROPINE SULFATE, atropine sulfate monohydrate 600 microgram/mL
injection, 10 x 1 mL ampoules

From

5022H Pfizer Australia Pty Ltd, PF — ATROPINE SULFATE, atropine sulfate monohydrate 600 microgram/mL injection,
10 x 1 mL ampoules
To

5022H Atropine Injection (Pfizer), WZ — ATROPINE SULFATE, atropine sulfate monohydrate 600 microgram/mL
injection, 10 x 1 mL ampoules
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Alteration — Note

11684Y
11693K
1220F

1221G

12390D
12400P
12429E
12430F
13222X
13227E
12326R
12329X

8737W
8741C
9099X

9100Y

11437Y
11442F
11443G
11447L
12987M
12982G
12994X
10892G
10905Y
3425G
11321W
11322X
11325C
11197H

1954W

8637N

8638P

11218K
1964J
9459W
9460X
11211C
1963H

ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL pen devices (Orencia ClickJect)
ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL pen devices (Orencia ClickJect)
ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL syringes (Orencia)

ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL syringes (Orencia)

ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)

BARICITINIB, baricitinib 2 mg tablet, 28 (Olumiant)

BARICITINIB, baricitinib 2 mg tablet, 28 (Olumiant)

BARICITINIB, baricitinib 4 mg tablet, 28 (Olumiant)

BARICITINIB, baricitinib 4 mg tablet, 28 (Olumiant)

BUDESONIDE, budesonide 500 microgram orally disintegrating tablet, 60 (Jorveza)
BUDESONIDE, budesonide 1 mg orally disintegrating tablet, 60 (Jorveza)

BUDESONIDE, budesonide 1 mg orally disintegrating tablet, 90 (Jorveza)

CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)

ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)

ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)

ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)

ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)

ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)
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9089J
9090K
12603H
12611R
13115G
13129B
11372M
11375Q
3426H
3428K
12553Q
12554R
12576X
12577Y
12969N
2174K

12960D
9287T

12968M
2175L

12970P
2173J

11739W

5263B
10951J
10954M
11565Q
11567T
10511F
10517M
11979L
11989B
12662K
12664M
12669T
5469W
9129L
12947K
12978C

ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)
FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL syringe (Ajovy)
FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL syringe (Ajovy)
FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL pen device (Ajovy)
FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL pen device (Ajovy)
GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi)
GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi)
GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)
GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)
INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC)
INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC)
INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC)
INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC)
LEVOTHYROXINE, levothyroxine sodium 50 microgram tablet, 2 x 100 (LEVOXINE, Thyrox)

LEVOTHYROXINE, levothyroxine sodium 50 microgram tablet, 200 (APO-Levothyroxine, Eltroxin, Eutroxsig,
Levothox, Levothyroxine Lup, Levothyroxine Sandoz, Oroxine)

LEVOTHYROXINE, levothyroxine sodium 75 microgram tablet, 2 x 100 (LEVOXINE, Thyrox)

LEVOTHYROXINE, levothyroxine sodium 75 microgram tablet, 200 (APO-Levothyroxine, Eltroxin, Eutroxsig,
Levothox, Levothyroxine Lup, Levothyroxine Sandoz, Oroxine)

LEVOTHYROXINE, levothyroxine sodium 100 microgram tablet, 2 x 100 (LEVOXINE, Thyrox)

LEVOTHYROXINE, levothyroxine sodium 100 microgram tablet, 200 (APO-Levothyroxine, Eltroxin, Eutroxsig,
Levothox, Levothyroxine Lup, Levothyroxine Sandoz, Oroxine)

LEVOTHYROXINE, levothyroxine sodium 200 microgram tablet, 2 x 100 (LEVOXINE, Thyrox)

LEVOTHYROXINE, levothyroxine sodium 200 microgram tablet, 200 (APO-Levothyroxine, Eltroxin, Eutroxsig,
Levothox, Levothyroxine Lup, Levothyroxine Sandoz, Oroxine)

METHYLPREDNISOLONE, methylprednisolone 40 mg injection [1 chamber] (&) inert substance diluent [1 mL
chamber], 1 dual chamber vial (Solu-Medrol)

METHYLPREDNISOLONE, methylprednisolone 40 mg injection, 5 vials (Methylpred)

TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection)
TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection)
TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen)
TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen)
TOFACITINIB, tofacitinib 5 mg tablet, 56 (Xeljanz)

TOFACITINIB, tofacitinib 5 mg tablet, 56 (Xeljanz)

UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)

UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)

USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara)

USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara)

USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara)

VARENICLINE, varenicline 1 mg tablet, 56 (Champix, PHARMACOR VARENICLINE, VARENAPIX)
VARENICLINE, varenicline 1 mg tablet, 56 (Champix, PHARMACOR VARENICLINE, VARENAPIX)
VARENICLINE, varenicline 1 mg tablet, 56 (APO-Varenicline (Canada))

VARENICLINE, varenicline 1 mg tablet, 56 (APO-Varenicline (Canada))
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Alteration — Restriction

11684Y
11693K
1220F

1221G

12390D
12400P
12429E
12430F
13222X
13227E
12326R
12329X

8737W
8741C
9099X

9100Y

11437Y
11442F
11443G
11447L
12987M
12982G
12994X
10892G
10905Y
3425G
11321W
11322X
11325C
11197H

1954W

8637N

8638P

11218K
1964J
9459W
9460X
11211C
1963H

ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL pen devices (Orencia ClickJect)
ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL pen devices (Orencia ClickJect)
ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL syringes (Orencia)

ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL syringes (Orencia)

ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira, Yuflyma)
ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)

ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)

BARICITINIB, baricitinib 2 mg tablet, 28 (Olumiant)

BARICITINIB, baricitinib 2 mg tablet, 28 (Olumiant)

BARICITINIB, baricitinib 4 mg tablet, 28 (Olumiant)

BARICITINIB, baricitinib 4 mg tablet, 28 (Olumiant)

BUDESONIDE, budesonide 500 microgram orally disintegrating tablet, 60 (Jorveza)
BUDESONIDE, budesonide 1 mg orally disintegrating tablet, 60 (Jorveza)

BUDESONIDE, budesonide 1 mg orally disintegrating tablet, 90 (Jorveza)

CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)

ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)

ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)

ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)

ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)

ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)
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9089J
9090K
12603H
12611R
13115G
13129B
11372M
11375Q
3426H
3428K
12553Q
12554R
10951J
10954M
11565Q
11567T
10511F
10517M
11979L
11989B
12664M
12669T

ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)
FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL syringe (Ajovy)
FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL syringe (Ajovy)
FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL pen device (Ajovy)
FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL pen device (Ajovy)
GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi)

GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi)

GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC)

INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC)

TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection)
TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection)
TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen)
TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen)
TOFACITINIB, tofacitinib 5 mg tablet, 56 (Xeljanz)

TOFACITINIB, tofacitinib 5 mg tablet, 56 (Xeljanz)

UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)

UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)

USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara)

USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara)

Alteration — Restriction Level

From To

11197H ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 authority-  streamlined

mL syringes], 1 pack (Enbrel) required
Alteration — Manufacturer Code
From To

1089H Atropine Injection (Pfizer) — ATROPINE SULFATE, atropine sulfate monohydrate PF wz
600 microgram/mL injection, 10 x 1 mL ampoules

5022H Atropine Injection (Pfizer) — ATROPINE SULFATE, atropine sulfate monohydrate PF Wz
600 microgram/mL injection, 10 x 1 mL ampoules

10015D Rilast RAPIHALER 100/3 — BUDESONIDE + FORMOTEROL, budesonide 100 ZA XT
microgram/actuation + formoterol fumarate dihydrate 3 microgram/actuation
inhalation, 120 actuations

12042T Rilast RAPIHALER 100/3 — BUDESONIDE + FORMOTEROL, budesonide 100 ZA XT
microgram/actuation + formoterol fumarate dihydrate 3 microgram/actuation
inhalation, 120 actuations

12089G Rilast RAPIHALER 100/3 — BUDESONIDE + FORMOTEROL, budesonide 100 ZA XT
microgram/actuation + formoterol fumarate dihydrate 3 microgram/actuation
inhalation, 120 actuations

10018G Rilast RAPIHALER 200/6 — BUDESONIDE + FORMOTEROL, budesonide 200 ZA XT
microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation
inhalation, 120 actuations

12082X Rilast RAPIHALER 200/6 — BUDESONIDE + FORMOTEROL, budesonide 200 ZA XT
microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation
inhalation, 120 actuations
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12041R

12093L

8625Y

13258T

9294E

9295F

9303P

8170B
8185T
8186W
8187X
8433W
8434X
8952E
8953F

Rilast TURBUHALER 200/6 — BUDESONIDE + FORMOTEROL, budesonide 200
microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation powder for
inhalation, 120 actuations

Rilast TURBUHALER 200/6 — BUDESONIDE + FORMOTEROL, budesonide
200 microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation powder
for inhalation, 120 actuations

Rilast TURBUHALER 200/6 —- BUDESONIDE + FORMOTEROL, budesonide 200
microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation powder for
inhalation, 120 actuations

Rilast TURBUHALER 400/12 — BUDESONIDE + FORMOTEROL, budesonide 400
microgram/actuation + formoterol fumarate dihydrate 12 microgram/actuation powder for
inhalation, 60 actuations

Zyprexa Relprevv — OLANZAPINE, olanzapine 210 mg modified release injection [1
vial] (&) inert substance diluent [3 mL vial], 1 pack

Zyprexa Relprevv — OLANZAPINE, olanzapine 300 mg modified release injection [1
vial] (&) inert substance diluent [3 mL vial], 1 pack

Zyprexa Relprevv — OLANZAPINE, olanzapine 405 mg modified release injection [1
vial] (&) inert substance diluent [3 mL vial], 1 pack

Zyprexa — OLANZAPINE, olanzapine 2.5 mg tablet, 28
Zyprexa — OLANZAPINE, olanzapine 5 mg tablet, 28
Zyprexa — OLANZAPINE, olanzapine 7.5 mg tablet, 28
Zyprexa — OLANZAPINE, olanzapine 10 mg tablet, 28
Zyprexa Zydis — OLANZAPINE, olanzapine 5 mg wafer, 28
Zyprexa Zydis — OLANZAPINE, olanzapine 10 mg wafer, 28
Zyprexa Zydis — OLANZAPINE, olanzapine 15 mg wafer, 28
Zyprexa Zydis — OLANZAPINE, olanzapine 20 mg wafer, 28

Alteration — Number of Repeats

8448P URSODEOXYCHOLIC ACID, ursodeoxycholic acid 250 mg capsule, 100 (APO-
Ursodeoxycholic acid, Ursodox GH, Ursofalk, Ursosan)
11180K URSODEOXYCHOLIC ACID, ursodeoxycholic acid 500 mg tablet, 100 (Ursofalk)
Supply Only

ZA

ZA

ZA

ZA

LY

LY

LY

LY
LY
LY
LY
LY
LY
LY
LY

From

2

XT

XT

XT

XT

PB

PB

PB

PB
PB
PB
PB
PB
PB
PB
PB

To

When a product is deleted from the Schedule it may be available under Supply Only rules. Supply Only items/brands are
available on the Schedule for dispensing but not for prescribing, usually for a period of up to 12 months from when it is deleted.

Substitution of Supply Only items/brands with products flagged as “equivalent for substitution” still apply as specified in the

Schedule at the time the script was written.

Further information on Supply Only arrangements is available at https://www.pbs.gov.au/browse/medicine-listing/supply-only

Supply Only Commencing 1 June 2023

11220M
11219L

ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

Advance Notices
1 December 2023
Deletion — Brand

9012H

9183H

8596K
2418G
13182T

Alendronate Plus D3 Sandoz, SZ— ALENDRONATE + COLECALCIFEROL, alendronate 70 mg +

colecalciferol 70 microgram (2800 units) tablet, 4

Alendronate Plus D3 Sandoz, SZ — ALENDRONATE + COLECALCIFEROL, alendronate 70 mg +

colecalciferol 140 microgram (5600 units) tablet, 4
Amisulpride 400 Winthrop, WA — AMISULPRIDE, amisulpride 400 mg tablet, 60

Amitriptyline Alphapharm 25, MQ — AMITRIPTYLINE, amitriptyline hydrochloride 25 mg tablet, 50

Amoxicillin 2560mg/5 ml Oral Suspension Sugar Free BP (Kent), RQ — AMOXICILLIN, amoxicillin 250

mg/5 mL powder for oral liquid, 100 mL

15


file://central.health/browse/medicine-listing/supply-only

13184X

8316Q

13347L
13351Q
10142T

10915L
10916M
10917N
10918P
10920R
10921T
10924Y
10925B
10933K
10935M
10939R
10940T
10941W
10942X
11756R
11757T
11763D
11764E
11770L
1M771M
11772N
11776T
M777TW
11779Y
11782D
11783E
11870R
11875B
2062M

10126Y

13552G
9020R
13550E
13551F
8228C
8229D

Amoxicillin 2560mg/5 ml Oral Suspension Sugar Free BP (Kent), RQ — AMOXICILLIN, amoxicillin 250
mg/5 mL powder for oral liquid, 100 mL

Cefepime-AFT, AE — CEFEPIME, cefepime 2 g injection, 1 vial
JAMP — Cholestyramine, DZ — COLESTYRAMINE, colestyramine 4 g powder for oral liquid, 30 sachets
JAMP — Cholestyramine, DZ — COLESTYRAMINE, colestyramine 4 g powder for oral liquid, 30 sachets

Femoston-Conti, GO — ESTRADIOL + DYDROGESTERONE, estradiol 1 mg + dydrogesterone 5 mg tablet,
28

CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 400 mg capsule, 30
CIPLA IMATINIB ADULT, LR — IMATINIB, imatinib 100 mg capsule, 60

Mixtard 50/50 Penfill 3 mL, NO — INSULIN NEUTRAL HUMAN + INSULIN ISOPHANE HUMAN, insulin
neutral human 50 units/mL + insulin isophane human 50 units/mL injection, 5 x 3 mL cartridges

Movicol Liquid, NE — MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE + POTASSIUM
CHLORIDE, macrogol-3350 13.125 g/25 mL + sodium chloride 350.7 mg/25 mL + sodium bicarbonate
178.5 mg/25 mL + potassium chloride 46.6 mg/25 mL oral liquid, 500 mL

Moxonidine MYL, AF — MOXONIDINE, moxonidine 400 microgram tablet, 30
Moxonidine MYL, AF — MOXONIDINE, moxonidine 400 microgram tablet, 30
Ikorel, SW — NICORANDIL, nicorandil 10 mg tablet, 60
Ikorel, SW — NICORANDIL, nicorandil 20 mg tablet, 60
Ikorel, SW — NICORANDIL, nicorandil 10 mg tablet, 60
Ikorel, SW — NICORANDIL, nicorandil 20 mg tablet, 60
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8411Q Zofran Zydis, AS — ONDANSETRON, ondansetron 8 mg wafer, 4

12914Q Panzytrat 25 000 (Allergan), DZ — PANCRELIPASE, pancrelipase 25 000 units capsule, 100
12933Q Panzytrat 25 000 (Allergan), DZ — PANCRELIPASE, pancrelipase 25 000 units capsule, 100
8366H Panzytrat 25000, TM — PANCRELIPASE, pancrelipase 25 000 units capsule, 100
9229R Panzytrat 25000, TM — PANCRELIPASE, pancrelipase 25 000 units capsule, 100
13158M Pyridostigmine Bromide Extended-Release Tablets (Rising), DZ — PYRIDOSTIGMINE, pyridostigmine
bromide 180 mg modified release tablet, 30
8162N Zantac Syrup, AS — RANITIDINE, ranitidine 150 mg/10 mL oral liquid, 300 mL
1104D Normacol Plus, NE — RHAMNUS FRANGULA + STERCULIA, rhamnus frangula 80 mg/g + sterculia
620 mg/g granules, 500 g
1356J DBL Tobramycin, PF — TOBRAMYCIN, tobramycin 80 mg/2 mL injection, 5 x 2 mL vials
2269K Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 1 g injection, 1 vial
2270L Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 1 g injection, 1 vial
3130R Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 500 mg injection, 1 vial
3131T Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 500 mg injection, 1 vial
3323X Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 500 mg injection, 1 vial
5083M Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 1 g injection, 1 vial
10173K Vfend, PF — VORICONAZOLE, voriconazole 50 mg tablet, 56
9363T Vfend, PF — VORICONAZOLE, voriconazole 50 mg tablet, 56
1 January 2024
Deletion — Brand
1394J Monofeme 28, FZ — LEVONORGESTREL + ETHINYLESTRADIOL, levonorgestrel 150 microgram +

ethinylestradiol 30 microgram tablet [21] (&) inert substance tablet [7], 4 x 28
10062N Temodal, MK — TEMOZOLOMIDE, temozolomide 180 mg capsule, 5
2438H Temodal, MK — TEMOZOLOMIDE, temozolomide 180 mg capsule, 5
8381D Temodal, MK — TEMOZOLOMIDE, temozolomide 250 mg capsule, 5

1 February 2024
Deletion — Brand

8189B Acarbose Mylan, AF — ACARBOSE, acarbose 100 mg tablet, 90

8594H Amisulpride 100 Winthrop, WA — AMISULPRIDE, amisulpride 100 mg tablet, 30

8720Y Aripiprazole generichealth, HQ — ARIPIPRAZOLE, aripiprazole 30 mg tablet, 30

2687K Azathioprine GH, GQ — AZATHIOPRINE, azathioprine 50 mg tablet, 100

9158B Cinacalcet Mylan, AF — CINACALCET, cinacalcet 60 mg tablet, 28

13371R Perindopril generichealth, GQ — PERINDOPRIL, perindopril erbumine 4 mg tablet, 30
13372T Perindopril generichealth, GQ — PERINDOPRIL, perindopril erbumine 8 mg tablet, 30
3051N Perindopril generichealth, GQ — PERINDOPRIL, perindopril erbumine 4 mg tablet, 30
8704D Perindopril generichealth, GQ — PERINDOPRIL, perindopril erbumine 8 mg tablet, 30
13564 Tobramycin Mylan, AF — TOBRAMYCIN, tobramycin 80 mg/2 mL injection, 5 x 2 mL vials

Palliative Care

Additions
Addition — Brand

5368M MEDICHOICE Ibuprofen 400 mg, NB — IBUPROFEN, ibuprofen 400 mg tablet, 30

Deletions
Deletion — Brand

17



5343F

CHEMISTS' OWN OSTEO RELIEF PARACETAMOL, RF — PARACETAMOL, paracetamol 665 mg modified
release tablet, 96

Advance Notices
1 December 2023
Deletion — Brand

10722H
10723J
10739F
5403J
5404K
5405L
5406M
5411T
5412W
10127B

5322D

Fentora, TB — FENTANYL, fentanyl 600 microgram orally disintegrating tablet, 4
Fentora, TB — FENTANYL, fentanyl 800 microgram orally disintegrating tablet, 4
Fentora, TB — FENTANYL, fentanyl 400 microgram orally disintegrating tablet, 4
Actiq, TB — FENTANYL, fentanyl 600 microgram lozenge, 9

Actiq, TB — FENTANYL, fentanyl 800 microgram lozenge, 9

Actiq, TB— FENTANYL, fentanyl 1200 microgram lozenge, 9

Actiq, TB— FENTANYL, fentanyl 1600 microgram lozenge, 9

Actiq, TB — FENTANYL, fentanyl 1200 microgram lozenge, 30

Actiq, TB — FENTANYL, fentanyl 1600 microgram lozenge, 30

Movicol Liquid, NE — MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE + POTASSIUM CHLORIDE,
macrogol-3350 13.125 g/25 mL + sodium chloride 350.7 mg/25 mL + sodium bicarbonate 178.5 mg/25 mL +
potassium chloride 46.6 mg/25 mL oral liquid, 500 mL

Normacol Plus, NE — RHAMNUS FRANGULA + STERCULIA, rhamnus frangula 80 mg/g + sterculia 620 mg/g
granules, 500 g

Highly Specialised Drugs Program (Private Hospital)

Additions
Addition — Item

13705H
13700C
13724H
13696W
13716X
13731Q

ABATACEPT, abatacept 250 mg injection, 1 vial (Orencia)

INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Renflexis)
INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Renflexis)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)

Addition — Brand

11483J

Remicade, JC — INFLIXIMAB, infliximab 100 mg injection, 1 vial

Deletion — Brand

6357N

Valganciclovir Mylan, AF — VALGANCICLOVIR, valganciclovir 450 mg tablet, 60

Alterations
Alteration — Note

9621J ABATACEPT, abatacept 250 mg injection, 1 vial (Orencia)

11483J INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)

6397Q INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)

11795T TEDUGLUTIDE, teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
(Revestive)

11806J TEDUGLUTIDE, teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
(Revestive)

9671B TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)

9672C TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)

9673D TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)

18 Schedule of Pharmaceutical Benefits — November 2023



Alteration — Restriction

9621J ABATACEPT, abatacept 250 mg injection, 1 vial (Orencia)
11483J INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)
6397Q INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)

12841W RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)
12895Q RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)
12897T RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)
12901B RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)

11795T TEDUGLUTIDE, teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
(Revestive)

11806J TEDUGLUTIDE, teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
(Revestive)

9671B TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)
9672C TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)
9673D TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)

Supply Only

When a product is deleted from the Schedule it may be available under Supply Only rules. Supply Only items/brands are
available on the Schedule for dispensing but not for prescribing, usually for a period of up to 12 months from when it is deleted.
Substitution of Supply Only items/brands with products flagged as “equivalent for substitution” still apply as specified in the
Schedule at the time the script was written.

Further information on Supply Only arrangements is available at https://www.pbs.gov.au/browse/medicine-listing/supply-only
Supply Only Commencing 1 June 2023

11487N INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)

Advance Notices
1 December 2023
Deletion — Brand

6126K Neupogen, AN — FILGRASTIM, filgrastim 300 microgram/mL injection, 10 x 1 mL vials

6127L Neupogen, AN — FILGRASTIM, filgrastim 480 microgram/1.6 mL injection, 10 x 1.6 mL vials
6291D Neupogen, AN — FILGRASTIM, filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes
6292E Neupogen, AN — FILGRASTIM, filgrastim 480 microgram/0.5 mL injection, 10 x 0.5 mL syringes
9619G Bondronat, IX— IBANDRONATE, ibandronate 6 mg/6 mL injection, 6 mL vial

6229W Octreotide MaxRx, GQ — OCTREOTIDE, octreotide 500 microgram/mL injection, 5 x 1 mL ampoules
10975P Adempas, BN — RIOCIGUAT, riociguat 1.5 mg tablet, 84

11008J Adempas, BN — RIOCIGUAT, riociguat 500 microgram tablet, 84

11010L Adempas, BN — RIOCIGUAT, riociguat 1 mg tablet, 84

11017W Adempas, BN — RIOCIGUAT, riociguat 2 mg tablet, 84

11018X Adempas, BN — RIOCIGUAT, riociguat 2.5 mg tablet, 84

11030M Adempas, BN — RIOCIGUAT, riociguat 2 mg tablet, 84

11035T Adempas, BN — RIOCIGUAT, riociguat 2.5 mg tablet, 84

11058B Adempas, BN — RIOCIGUAT, riociguat 500 microgram tablet, 84

11060D Adempas, BN — RIOCIGUAT, riociguat 1 mg tablet, 84

11061E Adempas, BN — RIOCIGUAT, riociguat 1.5 mg tablet, 84

1 February 2024
Deletion — Brand

12180C Ambrisentan Mylan, AF — AMBRISENTAN, ambrisentan 10 mg tablet, 30
9649W Ambrisentan Mylan, AF — AMBRISENTAN, ambrisentan 10 mg tablet, 30
11889R Cinacalcet Mylan, AF — CINACALCET, cinacalcet 60 mg tablet, 28
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9626P
6228T

Cinacalcet Mylan, AF — CINACALCET, cinacalcet 60 mg tablet, 28
Octreotide MaxRx, GQ — OCTREOTIDE, octreotide 100 microgram/mL injection, 5 x 1 mL ampoules

Highly Specialised Drugs Program (Public Hospital)

Additions

Addition — Item

13725J
13723G
13734W
13690M
13684F
13715W

ABATACEPT, abatacept 250 mg injection, 1 vial (Orencia)

INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Renflexis)
INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Renflexis)
TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)

Addition — Brand

11490R

Remicade, JC — INFLIXIMAB, infliximab 100 mg injection, 1 vial

Deletion — Brand

9569P

Valganciclovir Mylan, AF — VALGANCICLOVIR, valganciclovir 450 mg tablet, 60

Alterations
Alteration — Note

5605B
11490R
5757B
11793Q

11794R

9657G
9658H
9659J

ABATACEPT, abatacept 250 mg injection, 1 vial (Orencia)
INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)
INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)

TEDUGLUTIDE, teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
(Revestive)

TEDUGLUTIDE, teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
(Revestive)

TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)

Alteration — Restriction

5605B
11490R
5757B
12884D
12898W
12856P
12883C
11793Q

11794R

9657G
9658H
9659J

ABATACEPT, abatacept 250 mg injection, 1 vial (Orencia)

INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)
INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)
RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)
RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)
RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)
RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)

TEDUGLUTIDE, teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
(Revestive)

TEDUGLUTIDE, teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
(Revestive)

TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)
TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)
TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)
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Supply Only

When a product is deleted from the Schedule it may be available under Supply Only rules. Supply Only items/brands are

available on the Schedule for dispensing but not for prescribing, usually for a period of up to 12 months from when it is deleted.

Substitution of Supply Only items/brands with products flagged as “equivalent for substitution” still apply as specified in the

Schedule at the time the script was written.

Further information on Supply Only arrangements is available at https://www.pbs.gov.au/browse/medicine-listing/supply-only

Supply Only Commencing 1 June 2023
11481G INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)

Advance Notices
1 December 2023
Deletion — Brand

5741E Neupogen, AN — FILGRASTIM, filgrastim 300 microgram/mL injection, 10 x 1 mL vials

5742F Neupogen, AN — FILGRASTIM, filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes
5743G Neupogen, AN — FILGRASTIM, filgrastim 480 microgram/1.6 mL injection, 10 x 1.6 mL vials
5744H Neupogen, AN — FILGRASTIM, filgrastim 480 microgram/0.5 mL injection, 10 x 0.5 mL syringes
5750P Bondronat, IX— IBANDRONATE, ibandronate 6 mg/6 mL injection, 6 mL vial

9510M Octreotide MaxRx, GQ — OCTREOTIDE, octreotide 500 microgram/mL injection, 5 x 1 mL ampoules
10977R Adempas, BN — RIOCIGUAT, riociguat 1.5 mg tablet, 84

10995Q Adempas, BN — RIOCIGUAT, riociguat 500 microgram tablet, 84

11013P Adempas, BN — RIOCIGUAT, riociguat 2 mg tablet, 84

11019Y Adempas, BN — RIOCIGUAT, riociguat 2.5 mg tablet, 84

11020B Adempas, BN — RIOCIGUAT, riociguat 1 mg tablet, 84

11024F Adempas, BN — RIOCIGUAT, riociguat 2.5 mg tablet, 84

11039B Adempas, BN — RIOCIGUAT, riociguat 2 mg tablet, 84

11048L Adempas, BN — RIOCIGUAT, riociguat 1.5 mg tablet, 84

11053R Adempas, BN — RIOCIGUAT, riociguat 1 mg tablet, 84

11059C Adempas, BN — RIOCIGUAT, riociguat 500 microgram tablet, 84

1 February 2024
Deletion — Brand

12186J Ambrisentan Mylan, AF — AMBRISENTAN, ambrisentan 10 mg tablet, 30

5608E Ambrisentan Mylan, AF — AMBRISENTAN, ambrisentan 10 mg tablet, 30

11886N Cinacalcet Mylan, AF — CINACALCET, cinacalcet 60 mg tablet, 28

5622X Cinacalcet Mylan, AF — CINACALCET, cinacalcet 60 mg tablet, 28

9509L Octreotide MaxRx, GQ — OCTREOTIDE, octreotide 100 microgram/mL injection, 5 x 1 mL ampoules

Highly Specialised Drugs Program (Community Access)

Deletions
Deletion — Brand

10306K Valganciclovir Mylan, AF — VALGANCICLOVIR, valganciclovir 450 mg tablet, 60

Advance Notices
1 December 2023
Deletion — Brand

10353X ENTAC, LR — ENTECAVIR, entecavir 1 mg tablet, 30
10299C Isentress, MK — RALTEGRAVIR, raltegravir 25 mg chewable tablet, 60
10326L Isentress, MK — RALTEGRAVIR, raltegravir 100 mg chewable tablet, 60

1 February 2024
Deletion — Brand
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11732L Tenofovir Disoproxil/Emitricitabine/Efavirenz Mylan 300/200/600, AF — TENOFOVIR DISOPROXIL +
EMTRICITABINE + EFAVIRENZ, tenofovir disoproxil maleate 300 mg + emtricitabine 200 mg + efavirenz
600 mg tablet, 30

Growth Hormone Program
Additions
Addition — Item
13712Q SOMATROPIN, somatropin 6 mg/1.03 mL injection, 1.03 mL cartridge (Saizen)

13709M SOMATROPIN, somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge (Saizen)

Repatriation Pharmaceutical Benefits
Deletions
Deletion — Brand

10598T CHEMISTS' OWN OSTEO RELIEF PARACETAMOL, RF — PARACETAMOL, paracetamol 665 mg modified
release tablet, 96

Advance Notices
1 December 2023
Deletion — Brand

2194L Alendronate Plus D3 Sandoz, SZ— ALENDRONATE + COLECALCIFEROL, alendronate 70 mg + colecalciferol
70 microgram (2800 units) tablet, 4

2224C Alendronate Plus D3 Sandoz, SZ— ALENDRONATE + COLECALCIFEROL, alendronate 70 mg + colecalciferol
140 microgram (5600 units) tablet, 4

4558X Normacol Plus, NE — RHAMNUS FRANGULA + STERCULIA, rhamnus frangula 80 mg/g + sterculia 620 mg/g
granules, 500 g
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General Pharmaceutical Benefits

» ABATACEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine’'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
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Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

Authority required (STREAMLINED)

14604

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

o Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

If the requirement for concomitant treatment with methotrexate cannot be met because of a contraindication and/or severe
intolerance, details must be documented in the patient's medical records.

abatacept 125 mg/mL injection, 4 x 1 mL pen devices

13727L Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 946.49 30.00 Orencia ClickJect [BQ]

abatacept 125 mg/mL injection, 4 x 1 mL syringes
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1 5 . 946.49 30.00 Orencia [BQ]

= ABATACEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through ‘Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
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full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a

minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will

enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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» ABATACEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
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Note
Note

assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

No increase in the maximum quantity or number of units may be authorised.

No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
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be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

e Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

e Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.
Population criteria:
o Patient must be at least 18 years of age.
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.
The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either
(a) a total active joint count of at least 20 active (swollen and tender) joints; or
(b) at least 4 active joints from the following list of major joints:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of authority application, medical practitioners should request the appropriate number of vials to provide sufficient
drug, based on the weight of the patient, for a single infusion.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
Initial treatment with an I.V. loading dose: Two completed authority prescriptions must be submitted with the initial
application. One prescription must be for the 1.V. loading dose for sufficient vials for one dose based on the patient's weight
with no repeats. The second prescription must be written for the subcutaneous formulation, with a maximum quantity of 4
and up to 3 repeats.
Initial treatment with no loading dose: One completed authority prescription must be submitted with the initial application.
The prescription must be written with a maximum quantity of 4 and up to 3 repeats.
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
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Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of
less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR
¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

o Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this
restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide
baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Initial treatment with an 1.V. loading dose: Two completed authority prescriptions must be submitted with the initial
application. One prescription must be for the 1.V. loading dose for sufficient vials for one dose based on the patient's weight
with no repeats. The second prescription must be written for the subcutaneous formulation, with a maximum quantity of 4
and up to 3 repeats.

Initial treatment with no loading dose: One completed authority prescription must be submitted with the initial application.
The prescription must be written with a maximum quantity of 4 and up to 3 repeats.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
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Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.
Population criteria:
o Patient must be at least 18 years of age.
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
Initial treatment with an 1.V. loading dose: Two completed authority prescriptions must be submitted with the initial
application. One prescription must be for the 1.V. loading dose for sufficient vials for one dose based on the patient's weight
with no repeats. The second prescription must be written for the subcutaneous formulation, with a maximum quantity of 4
and up to 3 repeats.
Initial treatment with no loading dose: One completed authority prescription must be submitted with the initial application.
The prescription must be written with a maximum quantity of 4 and up to 3 repeats.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
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Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

abatacept 125 mg/mL injection, 4 x 1 mL pen devices
11693K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 3 . 946.49 30.00 Orencia ClickJect [BQ]

abatacept 125 mg/mL injection, 4 x 1 mL syringes

1220F Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 3 . 946.49 30.00 Orencia [BQ]

* ADALIMUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:
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Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14567

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
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(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices

13686H Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 827.02 30.00 @ Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ] 2 ldacio [PK]

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
13703F Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 676.79 30.00 @ Yuflyma [EW]

* ADALIMUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
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'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14567

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

¢ Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.
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Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes

13721E Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 827.02 30.00 @ Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ] 2 ldacio [PK]

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
13732R Max.QtyPacks No.ofRpts  Premum$ DPMQ$ MRVSNS$  Brand Name and Manufacturer

1 5 . 676.79 30.00 @ Yuflyma [EW]

* ADALIMUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
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provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14499

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

¢ Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

¢ Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

General Pharmaceutical Benefits 37



If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes

12326R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 827.02 30.00 @ Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ] 2 ldacio [PK]
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
13222X Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 676.79 30.00 2 Humira [VE] 2 Yuflyma [EW]

= ADALIMUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
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full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14499

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

o Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
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adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices

12329X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 827.02 30.00 2 Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ] 2 |dacio [PK]
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
13227E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 676.79 30.00 @ Humira [VE] @ Yuflyma [EW]

= ADALIMUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
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prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment
Treatment criteria:
e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND
e Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:

¢ Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices

9100Y Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 827.02 30.00 @ Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ] 2 |dacio [PK]
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
12390D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 676.79 30.00 @ Humira [VE] @ Yuflyma [EW]

= ADALIMUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
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necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
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(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes

8741C Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 827.02 30.00 @ Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ] 2 |dacio [PK]
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
12430F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 676.79 30.00 @ Humira [VE] @ Yuflyma [EW]

= ADALIMUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
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(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD ftrial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz, Idacio or Yuflyma is encouraged for treatment naive
patients.
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Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

e Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details of the contraindications/severe intolerances, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose, details of the contraindication or intolerance including severity to methotrexate must be provided at the time of

application and documented in the patient's medical records. The maximum tolerated dose of methotrexate must be

provided at the time of the application, if applicable, and documented in the patient's medical records.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents

sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.

If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of

contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs

specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided

at the time of application and documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in

all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level

greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to prior treatment must be documented in the patient's medical records.

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior

to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or

equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is

an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
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of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the active joint count, ESR and/or CRP result and date of results;

(b) details of prior treatment, including dose and date/duration of treatment.
(c) If applicable, details of any contraindications/intolerances.

(d) If applicable, the maximum tolerated dose of methotrexate.

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of
less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR
¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records.

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing

therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a

response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.
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A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or

equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is

an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the active joint count, ESR and/or CRP result and date of result;

(b) the most recent biological agent and the date of the last continuing prescription.

(c) If applicable, the new baseline scores.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices

13692P Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 827.02 30.00 2 Amgevita [XT] 2 Hadlima [RF]
@ Hyrimoz [SZ] 2 ldacio [PK]

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
13691N Max.QtyPacks No.ofRpts Premum$ DPMQ$ MRVSNS$  Brand Name and Manufacturer

1 3 . 676.79 30.00 @ Yuflyma [EW]

» ADALIMUMAB
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
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further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
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Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz, Idacio or Yuflyma is encouraged for treatment naive
patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

e Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details of the contraindications/severe intolerances, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

¢ Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose, details of the contraindication or intolerance including severity to methotrexate must be provided at the time of

application and documented in the patient's medical records. The maximum tolerated dose of methotrexate must be

provided at the time of the application, if applicable, and documented in the patient's medical records.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents

sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.

If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of

contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs

specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided

at the time of application and documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in

all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level

greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to prior treatment must be documented in the patient's medical records.

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior

to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
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If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied
must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or
equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is
an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:
(a) the active joint count, ESR and/or CRP result and date of results;
(b) details of prior treatment, including dose and date/duration of treatment.
(c) If applicable, details of any contraindications/intolerances.
(d) If applicable, the maximum tolerated dose of methotrexate.
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records.

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing

therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a

response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
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of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR
e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or

equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is

an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the active joint count, ESR and/or CRP result and date of result;

(b) the most recent biological agent and the date of the last continuing prescription.

(c) If applicable, the new baseline scores.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes

13722F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 827.02 30.00 2 Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ] 2 |dacio [PK]

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
13704G Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 3 . 676.79 30.00 @ Yuflyma [EW]

= ADALIMUMAB
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
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Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
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determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz, Idacio or Yuflyma is encouraged for treatment naive
patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.

The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents

sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.

If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of

contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs

specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in

all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level

greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior

to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
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If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing

therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a

response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
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from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

¢ The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
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from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes

8737W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 827.02 30.00 2 Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ] 2 |dacio [PK]
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
12400P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 676.79 30.00 @ Humira [VE] @ Yuflyma [EW]

= ADALIMUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
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is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz, Idacio or Yuflyma is encouraged for treatment naive
patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution

Note Applications for treatment with this drug where the dosing frequency exceeds 40 mg per fortnight will not be approved.

Note No increase in the maximum quantity or number of units may be authorised.
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Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg dalily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.

The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents

sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.

If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of

contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs

specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided

in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in

all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level

greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior

to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12

weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

¢ Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing

therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a

response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.
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A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR
e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND
¢ Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
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Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices

9099X Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 827.02 30.00 @ Amgevita [XT] @ Hadlima [RF]
@ Hyrimoz [SZ] 2 |dacio [PK]
adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
12429E Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 676.79 30.00 @ Humira [VE] @ Yuflyma [EW]

= AMOXICILLIN + CLAVULANIC ACID

Caution Hepatotoxicity has been reported with this drug.
Note Pharmaceutical benefits that have the brand Amoxicillin and clavulanate potassium for oral suspension, USP 400 mg/57 mg
per 5 mL (Aurobindo) may be substituted for pharmaceutical benefits that have the brand Curam Duo or Augmentin Duo
400 in case of shortage.

Restricted benefit
Infection where resistance to amoxicillin is suspected
Restricted benefit
Infections where resistance to amoxicillin is proven
amoxicillin 400 mg/5 mL + clavulanic acid 57 mg/5 mL powder for oral liquid, 50 mL
13694R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
@ 11 . . #40.54 30.00 @ Amoxicillin and clavulanate
potassium for oral suspension,
USP 400 mg/57 mg per 5 mL
(Aurobindo) [DZ]
amoxicillin 400 mg/5 mL + clavulanic acid 57 mg/5 mL powder for oral liquid, 60 mL
5011R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
@ 11 . .. #18.96 20.76 @ Curam Duo [SZ]
B5.26 #24.22 20.76 2 Augmentin Duo 400 [AS]

= AMOXICILLIN + CLAVULANIC ACID

Caution Hepatotoxicity has been reported with this drug.
Note Pharmaceutical benefits that have the brand Amoxicillin and clavulanate potassium for oral suspension, USP 400 mg/57 mg
per 5 mL (Aurobindo) may be substituted for pharmaceutical benefits that have the brand Curam Duo or Augmentin Duo
400 in case of shortage.

Restricted benefit

Infection where resistance to amoxicillin is suspected
Restricted benefit

Infections where resistance to amoxicillin is proven

amoxicillin 400 mg/5 mL + clavulanic acid 57 mg/5 mL powder for oral liquid, 50 mL
13728M Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
@ 11 1 . #40.54 30.00 2 Amoxicillin and clavulanate
potassium for oral suspension,
USP 400 mg/57 mg per 5 mL
(Aurobindo) [DZ]
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amoxicillin 400 mg/5 mL + clavulanic acid 57 mg/5 mL powder for oral liquid, 60 mL
8319y Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer
@ 11 1 .. #18.96 20.76 @ Curam Duo [SZ]

B5.26 #24.22 20.76 @ Augmentin Duo 400 [AS]

» BARICITINIB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
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(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)

14499

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

¢ Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
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» BARICITINIB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
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To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment
Treatment criteria:
¢ Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND
o Patient must have demonstrated an adequate response to treatment with this drug, AND
e Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
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Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:
e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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» BARICITINIB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

General Pharmaceutical Benefits 67



Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.
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The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either
(a) a total active joint count of at least 20 active (swollen and tender) joints; or
(b) at least 4 active joints from the following list of major joints:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this
restriction using existing baseline scores.
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Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide
baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.
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Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more
than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

baricitinib 2 mg tablet, 28
11437Y Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1272.31 30.00 Olumiant [LY]

baricitinib 4 mg tablet, 28
114471 Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1272.31 30.00 Olumiant [LY]

= BUDESONIDE
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
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Note Special Pricing Arrangements apply.

Authority required

Eosinophilic oesophagitis

Treatment Phase: First continuing treatment - until remission is confirmed

Clinical criteria:

e Patient must have previously received PBS-subsidised initial treatment with this drug for this condition, AND

e Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND

e Patient must not receive more than 36 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) gastroenterologist, (ii) surgeon experienced in the management of
patients with eosinophilic oesophagitis, (iii) physician experienced in the management of patients with eosinophilic
oesophagitis, (iv) medical practitioner who has consulted at least one of the above-mentioned prescriber types.

Histologic assessment should be based on the peak eosinophils count derived, where necessary, from the evaluation of at

least eight oesophageal biopsies (minimum of four collected from each of the mid and distal segments, with the distal

segment biopsies taken at least 5 cm above the gastroesophageal junction).

The histologic assessment should, where possible, be performed by, or in consultation with, the same physician or surgeon

who confirmed the patient's diagnosis of eosinophilic oesophagitis. This assessment must be conducted within 48 weeks of

initiating treatment to determine the patient's eligibility for continuing treatment. The histologic assessment should be
conducted no later than 2 weeks prior to the patient completing the PBS-subsidised First continuing treatment course to
avoid an interruption of supply for continuing therapy. Where a histologic assessment is not undertaken, the patient will not
be eligible for ongoing treatment.

The result of the histological assessment must be documented in the patient's medical records.

First application for the subsequent continuing treatment of this condition must be received within 12 weeks of the histologic

assessment.

budesonide 500 microgram orally disintegrating tablet, 60
13719C Max.QtyPacks No.ofRpts Premum$ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 8 . 414.41 30.00 Jorveza [FD]

budesonide 1 mg orally disintegrating tablet, 60
13711P Max.Qty Packs No.ofRpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 8 . 414.41 30.00 Jorveza [FD]

» BUDESONIDE
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Eosinophilic oesophagitis

Treatment Phase: Subsequent continuing treatment - Maintenance of remission

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

¢ Patient must have documented evidence of having achieved histologic remission while receiving Initial and First
continuing PBS-subsidised treatment with this drug for this condition, defined as a peak eosinophil count of less than 5
eosinophils per high power field (hpf), corresponding to less than 16 eosinophils per mm? hpf on oesophageal biopsy,
AND

e The condition must not have progressed while being treated with this drug.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) gastroenterologist, (ii) surgeon experienced in the management of
patients with eosinophilic oesophagitis, (iii) physician experienced in the management of patients with eosinophilic
oesophagitis, (iv) medical practitioner who has consulted at least one of the above-mentioned prescriber types.

Histologic assessment should be based on the peak eosinophils count derived, where necessary, from the evaluation of at

least eight oesophageal biopsies (minimum of four collected from each of the mid and distal segments, with the distal

segment biopsies taken at least 5 cm above the gastroesophageal junction).

The histologic assessment should, where possible, be performed by, or in consultation with, the same physician or surgeon

who confirmed the patient's diagnosis of eosinophilic oesophagitis. This assessment must be conducted within 48 weeks of

initiating treatment to determine the patient's eligibility for continuing treatment. The histologic assessment should be
conducted no later than 2 weeks prior to the patient completing the PBS-subsidised First continuing treatment course to
avoid an interruption of supply for continuing therapy. Where a histologic assessment is not undertaken, the patient will not
be eligible for ongoing treatment.

The result of the histological assessment must be documented in the patient's medical records.

First application for the subsequent continuing treatment of this condition must be received within 12 weeks of the histologic

assessment.
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budesonide 500 microgram orally disintegrating tablet, 60
12987M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 414.41 30.00 Jorveza [FD]

budesonide 1 mg orally disintegrating tablet, 60
12982G Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 414.41 30.00 Jorveza [FD]

» BUDESONIDE
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Eosinophilic oesophagitis

Treatment Phase: Initial treatment - Induction of remission

Clinical criteria:

e Patient must have a history of symptoms of oesophageal dysfunction, AND

e Patient must have eosinophilic infiltration of the oesophagus, demonstrated by oesophageal biopsy specimens obtained
by endoscopy confirming the presence of at least 15 eosinophils in at least one high power field (hpf); corresponding to
approximately 60 eosinophils per mm? hpf, AND

¢ Patient must not receive more than 90 days of treatment under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) gastroenterologist, (ii) surgeon experienced in the management of
patients with eosinophilic oesophagitis, (iii) physician experienced in the management of patients with eosinophilic
oesophagitis.

Applications for treatment of this condition must be received within 12 weeks of biopsy.

Symptoms of oesophageal dysfunction include at least one of the following: dysphasia, odynophagia, transient or self-

cleared food impaction, chest pain, epigastric discomfort, vomiting/regurgitation.

Diagnostic sensitivity increases with the number of biopsies and can be optimised, where necessary, by taking at least eight

biopsies (minimum of four collected from each of the mid and distal segments, with the distal segment biopsies taken at

least 5 cm above the gastroesophageal junction).

After prescribing the Initial induction treatment with budesonide, a histologic assessment must be conducted within 48

weeks of initiating treatment to determine the patient's eligibility for continuing therapy.

The histologic assessment should be conducted no later than 2 weeks prior to completing the PBS-subsidised First

continuing maintenance treatment course to avoid an interruption of supply for continuing therapy.

budesonide 1 mg orally disintegrating tablet, 90
12994X Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 1 . 617.63 30.00 Jorveza [FD]

* CERTOLIZUMAB PEGOL

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more
than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 18 to 20 weeks treatment, depending on the dosage regimen; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 18 to
20 weeks treatment, depending on the dosage regimen; OR

e Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) restriction to complete 18 to 20 weeks treatment,
depending on the dosage regimen, AND

e The treatment must provide no more than the balance of up to 18 to 20 weeks treatment available under the above
restrictions.
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certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices
11321W Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 2 . 1026.68 30.00 Cimzia [UC]

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
10892G Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 2 . 1026.68 30.00 Cimzia [UC]

* CERTOLIZUMAB PEGOL

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine’'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
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insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14499

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

¢ Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices

13701D Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 1026.68 30.00 Cimzia [UC]

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
13735X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1026.68 30.00 Cimzia [UC]
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* CERTOLIZUMAB PEGOL

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
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To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment
Treatment criteria:
¢ Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND
o Patient must have demonstrated an adequate response to treatment with this drug, AND
e Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
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Treatment criteria:

e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices
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certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
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Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
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following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg dalily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND
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¢ Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this
restriction.
Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

o Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this
restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.
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An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing

therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a

response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy

treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate

biological medicine.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

o Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this
restriction.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices
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3 . . *3018.54 30.00 Cimzia [UC]

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
10905Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 . . *3018.54 30.00 Cimzia [UC]

» EMPAGLIFLOZIN

Note Continuing Therapy Only:
For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)

14471

Chronic heart failure

Clinical criteria:

o Patient must be symptomatic with NYHA classes Il, Il or IV prior to initiating treatment with this drug, AND
o Patient must have a documented left ventricular ejection fraction (LVEF) of greater than 40%, AND

o Patient must have documented evidence of structural changes in the heart on echocardiography that would be expected
to cause diastolic dysfunction (e.g. left ventricular hypertrophy), AND

¢ Patient must have documented evidence of at least one of the following: (i) diastolic dysfunction with high filling pressure
on echocardiography, stress echocardiography or cardiac catheterisation; (ii) hospitalisation for heart failure in the 12
months prior to initiating treatment with this drug; (iii) requirement for intravenous diuretic therapy in the 12 months prior
to initiating treatment with this drug; (iv) elevated N-terminal pro brain natriuretic peptide (NT-proBNP) levels in the
absence of another cause, AND

o Patient must not be receiving treatment with another sodium-glucose co-transporter 2 (SGLT2) inhibitor.
empagliflozin 10 mg tablet, 30
13695T Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
@ 1 5 . 61.01 30.00 Jardiance [BY]

= ENOXAPARIN SODIUM
Restricted benefit
Haemodialysis
enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL syringes
13688K Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
@ 1 3 . 124.97 30.00 Exarane Forte [JU]

enoxaparin sodium 150 mg/mL injection, 10 x 1 mL syringes
13717Y Max.Qty Packs No.ofRpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

@ 1 3 . 154.22 30.00 Exarane Forte [JU]

= ENOXAPARIN SODIUM

Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Exarane and Exarane Forte is encouraged for treatment naive patients.
Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information about Biosimilar Uptake Drivers can be found on the can be found on the PBS Biosimilars webpage
(www.pbs.gov.au/info/general/biosimilars).
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enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL syringes
13710N Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 1 1 . 124.97 30.00 2@ Clexane Forte Safety-Lock
[AV]

@ Exarane Forte [JU]

enoxaparin sodium 150 mg/mL injection, 10 x 1 mL syringes
13729N Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 1 1 . 154.22 30.00 2@ Clexane Forte Safety-Lock
[AV]

@ Exarane Forte [JU]

enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes
8510X Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 2 1 . *93.69 30.00 2 Clexane Safety-Lock [AV]

@ Exarane [JU]

enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes
8558K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 2 1 . *85.21 30.00 @ Clexane Safety-Lock [AV]

@ Exarane [JU]

enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes
8264Y Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 1 1 . 111.48 30.00 2 Clexane Safety-Lock [AV]

@ Exarane [JU]

enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes
8262W Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 1 1 . 82.85 30.00 @ Clexane Safety-Lock [AV]

@ Exarane [JU]

enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes
8263X Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 1 1 . 87.26 30.00 @ Clexane Safety-Lock [AV]

@ Exarane [JU]

ENOXAPARIN SODIUM

Note Biosimilar prescribing policy

Prescribing of the biosimilar brand Exarane and Exarane Forte is encouraged for treatment naive patients.

Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information about Biosimilar Uptake Drivers can be found on the can be found on the PBS Biosimilars webpage

(www.pbs.gov.au/info/general/biosimilars).

Restricted benefit
Haemodialysis

enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes
8639Q Max.Qty Packs No.of Rpts ~ Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 2 3 . *93.69 30.00 2 Clexane Safety-Lock [AV]

@ Exarane [JU]

enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes
8716R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 2 3 . *85.21 30.00 @ Clexane Safety-Lock [AV]

@ Exarane [JU]

enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes
5435C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 2 3 . *214.81 30.00 2 Clexane Safety-Lock [AV]

@ Exarane [JU]

enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes
8640R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 2 3 . *154.69 30.00 2 Clexane Safety-Lock [AV]

@ Exarane [JU]

enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes
54348 Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

@ 2 3 . *163.95 30.00 2 Clexane Safety-Lock [AV]

@ Exarane [JU]

» ETANERCEPT
Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are

included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
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subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(if) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
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more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14499

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

o Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseling;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
11197H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 5 . *845.63 30.00 Enbrel [PF]

» ETANERCEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
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is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'‘Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits
that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14629
Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment
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Treatment criteria:

¢ Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND
o Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

etanercept 50 mg/mL injection, 4 x 1 mL pen devices

13708L Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 845.62 30.00 2 Brenzys [RF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
13707K Max.Qty Packs No.ofRpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 5 . 845.62 30.00 2 Brenzys [RF]

» ETANERCEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
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treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits
that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14499

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

o Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND
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¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

etanercept 50 mg/mL injection, 4 x 1 mL pen devices

11218K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 845.62 30.00 2 Brenzys [RF] 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes

11211C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 845.62 30.00 2 Brenzys [RF] 2 Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF PATIENTS UNDER 18 YEARS WITH SEVERE CHRONIC PLAQUE PSORIASIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines etanercept and ustekinumab for patients under 18 years of age with severe chronic plaque psoriasis. Therefore,
where the term 'biological medicines' appears in notes and restrictions, it refers to etanercept and ustekinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.
A patient who is receiving PBS-subsidised treatment for severe chronic plaque psoriasis is able to commence a treatment
cycle where they may trial a biological medicine without having to experience a disease flare when swapping to an alternate
biological medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine
as long as they sustain a response to therapy.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than twice.
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed
a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
prescribed in the most recent cycle to the date of the first application for initial treatment with a biological medicine under
the new cycle.
A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of more than 5 years may
commence a new treatment cycle under Initial 3 treatment restriction.
A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of less than 5 years may
commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
There are separate restrictions for the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hand and foot.
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.
(i) a patient has never received PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - Biological medicine-naive patient); or
(i) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years); or
(iii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
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wishes to trial an alternate biological medicine or recommence with the same biological medicine within the same treatment
cycle (Initial 2 - Change or Recommencement of treatment after a break in biological medicine of less than 5 years) [further
details are under (4) 'Swapping therapy' below]; or

(iv) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept within 12 months (Initial 4) due to a disease flare with psoriasis affecting the whole body if:

(i) there is at least a 50% change in the patients PASI score compared to the most recent response assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(i) the patient has a current PASI score greater than 15

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept (Initial 4) due to a disease flare with psoriasis affecting the face, hand or foot if:

(i) all subscores are rated moderate to severe; or

(i) 2 of the three subscores are rated severe to very severe; or

(iii) the affected area of skin has increased by at least 50% compared to that at the time of the last assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(iv) the area affected is 30% or more of the face, palm of a hand or sole of a foot,

(2) Assessment of response to initial treatment.

After prescribing initial treatment with a biological medicine, a PASI assessment must be conducted after at least 12 weeks
of treatment. This assessment will be used to determine eligibility for continuing treatment and must be conducted within 8
weeks of the last administered dose.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
Ustekinumab only:

To avoid an interruption of supply for continuing treatment, the assessment should be submitted no later than 2 weeks prior
to when the next dose (under the new authority application) is due, unless the patient is currently on a treatment break.

(3) Continuing treatment

Etanercept only:

Following the completion of an initial 16-week treatment course with etanercept, a patient may receive a further 8 weeks of
treatment (under the 'Completion of course' treatment phase) to complete a 24-week treatment course, providing they have
demonstrated an adequate response to treatment to the initial supply.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be documented in
the patient's medical records. Where a response assessment is not conducted, the patient will be deemed to have failed to
respond to treatment with that biological medicine, unless the patient has experienced a serious adverse reaction of a
severity resulting in the necessity for permanent withdrawal of treatment.

Ustekinumab only:

Following the completion of an initial 28-week treatment course, a patient may qualify to receive up to 24 weeks per
continuing treatment course provided they demonstrate an adequate response to treatment. The patient remains eligible to
receive continuing treatment in courses of up to 24 weeks provided they continue to sustain the response. It is
recommended that a patient be reviewed 4 weeks prior to when their next dose (under a new authority application) is due to
ensure uninterrupted supply, but no later than 8 weeks after the date of the last administered dose.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.

(4) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is prescribed, a patient may swap to an alternate
biological medicine without having to requalify with respect to the prior non-biological therapy requirements. If the patient
has had a break in therapy of more than 5 years, the indices of disease severity need to be met, but a re-trial of non-
biological therapy is not required.

A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.

A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to that biological medicine twice within the same treatment cycle or have failed to
respond to biological medicines, as an aggregate, on 3 occasions within the same treatment cycle.

To ensure patients receive the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

(5) Baseline measurements to determine response.

A response to treatment must be demonstrated based on the baseline PASI assessment provided with the first authority
application for a biological medicine. However, prescribers may provide new baseline PASI assessments any time that an
initial or change or recommencement treatment application is provided within a treatment cycle and this revised baseline
PASI score will be used to assess the patient's response to the PBS-subsidised treatment. Where a patient is changing
from treatment with etanercept to ustekinumab the prescriber must provide a baseline PASI measurement, as well as a
PASI score demonstrating a response to treatment.

To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.

(6A) Recommencement of treatment after a break of less than 5 years in PBS-subsidised therapy (all drugs except
etanercept).

A patient who wishes to resume treatment following a break in PBS-subsidised therapy of less than 5 years must resume
under the 'Initial 2' treatment phase. The most recent PASI assessment demonstrating disease flare must be no more than
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4 weeks old at the time of application.
(6B) Re-treatment (etanercept only)
A patient may be re-treated, in certain circumstances, with etanercept after completing a 24-week treatment course under
the 'Initial 4' treatment phase.
(7) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to undertake a new treatment cycle following a break in PBS-subsidised biological therapy of at least
5 years, must qualify under an 'Initial 3' treatment phase.

Note To complete a 24-week course of treatment beyond this authority application, the next authority application (apart from
supplies obtained under 'Balance of Supply') is to be under the 'completion of course' treatment phase.
Document the patient's baseline disease severity indices scores in their medical record, in addition to providing them in this
authority application, to ensure:
(i) the patient's response to treatment can be quantified from week 12; and
(i) in the case of the patient switching therapy for this condition, the baseline scores for the initial application will be
available.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14509

Severe chronic plaque psoriasis

Treatment Phase: Completion of course - treatment covering weeks 16 to 24 (Whole body)

Treatment criteria:

e Must be treated by a dermatologist, AND

¢ Patient must be undergoing current PBS-subsidised treatment with this biological medicine, with the intention to complete
the remainder of a 24-week treatment course with this biological medicine.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

¢ The treatment must be in combination with methotrexate, AND

¢ Patient must have been assessed for response to treatment after at least 12 weeks treatment with the preceding supply
of this biological medicine, but within 8 weeks of the last administered dose, AND

o Patient must have demonstrated an adequate response to treatment, AND

o Patient must not receive more than 8 weeks of treatment with etanercept under this restriction.

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when

compared with the baseline value for this treatment cycle.

The assessment of response to treatment must be documented in the patient's medical records.

The same body area assessed at the baseline PASI assessment must be assessed for demonstration of response to

treatment for the purposes of gaining approval for the remainder of 24 weeks treatment.

Authority required (STREAMLINED)

14508

Severe chronic plaque psoriasis

Treatment Phase: Completion of course - treatment covering weeks 16 to 24 (Face, hand, foot)

Treatment criteria:

e Must be treated by a dermatologist, AND

¢ Patient must be undergoing current PBS-subsidised treatment with this biological medicine, with the intention to complete
the remainder of a 24-week treatment course with this biological medicine.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

¢ Patient must have been assessed for response to treatment after at least 12 weeks treatment with the preceding supply
of this biological medicine, but within 8 weeks of the last administered dose, AND

¢ Patient must have demonstrated an adequate response to treatment, AND

o Patient must not receive more than 8 weeks of treatment with etanercept under this restriction.

An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or

(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this
treatment cycle.
The assessment of response to treatment must be documented in the patient's medical records.
The same body area assessed at the baseline PASI assessment must be assessed for demonstration of response to
treatment for the purposes of gaining approval for the remainder of 24 weeks treatment.

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack

13693Q Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

2 1 . *845.63 30.00 Enbrel [PF]
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» ETANERCEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
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To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment
Treatment criteria:
¢ Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND
o Patient must have demonstrated an adequate response to treatment with this drug, AND
e Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
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Treatment criteria:

¢ Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
8638P Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

2 5 . *845.63 30.00 Enbrel [PF]

» ETANERCEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
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Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits
that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a

minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will

enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.
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If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

etanercept 50 mg/mL injection, 4 x 1 mL pen devices

9460X Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 845.62 30.00 @ Brenzys [RF] @ Enbrel [PF]
etanercept 50 mg/mL injection, 4 x 1 mL syringes
9090K Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 845.62 30.00 @ Brenzys [RF] @ Enbrel [PF]
» ETANERCEPT

Caution Etanercept 50 mg/mL 1ml pen devices and prefilled syringes are intended for use in children and adolescents weighting
62.5kg or more.

Note TREATMENT OF PATIENTS UNDER 18 YEARS WITH SEVERE CHRONIC PLAQUE PSORIASIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines etanercept and ustekinumab for patients under 18 years of age with severe chronic plaque psoriasis. Therefore,
where the term 'biological medicines' appears in notes and restrictions, it refers to etanercept and ustekinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.

A patient who is receiving PBS-subsidised treatment for severe chronic plaque psoriasis is able to commence a treatment
cycle where they may trial a biological medicine without having to experience a disease flare when swapping to an alternate
biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine
as long as they sustain a response to therapy.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than twice.

Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed
a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
prescribed in the most recent cycle to the date of the first application for initial treatment with a biological medicine under
the new cycle.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of more than 5 years may
commence a new treatment cycle under Initial 3 treatment restriction.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of less than 5 years may
commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

There are separate restrictions for the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hand and foot.
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How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

(i) a patient has never received PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - Biological medicine-naive patient); or

(i) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years); or
(iii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine or recommence with the same biological medicine within the same treatment
cycle (Initial 2 - Change or Recommencement of treatment after a break in biological medicine of less than 5 years) [further
details are under (4) 'Swapping therapy' below]; or

(iv) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept within 12 months (Initial 4) due to a disease flare with psoriasis affecting the whole body if:

(i) there is at least a 50% change in the patients PASI score compared to the most recent response assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(i) the patient has a current PASI score greater than 15

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept (Initial 4) due to a disease flare with psoriasis affecting the face, hand or foot if:

(i) all subscores are rated moderate to severe; or

(i) 2 of the three subscores are rated severe to very severe; or

(iii) the affected area of skin has increased by at least 50% compared to that at the time of the last assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(iv) the area affected is 30% or more of the face, palm of a hand or sole of a foot,

(2) Assessment of response to initial treatment.

After prescribing initial treatment with a biological medicine, a PASI assessment must be conducted after at least 12 weeks
of treatment. This assessment will be used to determine eligibility for continuing treatment and must be conducted within 8
weeks of the last administered dose.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
Ustekinumab only:

To avoid an interruption of supply for continuing treatment, the assessment should be submitted no later than 2 weeks prior
to when the next dose (under the new authority application) is due, unless the patient is currently on a treatment break.

(3) Continuing treatment

Etanercept only:

Following the completion of an initial 16-week treatment course with etanercept, a patient may receive a further 8 weeks of
treatment (under the 'Completion of course' treatment phase) to complete a 24-week treatment course, providing they have
demonstrated an adequate response to treatment to the initial supply.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be documented in
the patient's medical records. Where a response assessment is not conducted, the patient will be deemed to have failed to
respond to treatment with that biological medicine, unless the patient has experienced a serious adverse reaction of a
severity resulting in the necessity for permanent withdrawal of treatment.

Ustekinumab only:

Following the completion of an initial 28-week treatment course, a patient may qualify to receive up to 24 weeks per
continuing treatment course provided they demonstrate an adequate response to treatment. The patient remains eligible to
receive continuing treatment in courses of up to 24 weeks provided they continue to sustain the response. It is
recommended that a patient be reviewed 4 weeks prior to when their next dose (under a new authority application) is due to
ensure uninterrupted supply, but no later than 8 weeks after the date of the last administered dose.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.

(4) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is prescribed, a patient may swap to an alternate
biological medicine without having to requalify with respect to the prior non-biological therapy requirements. If the patient
has had a break in therapy of more than 5 years, the indices of disease severity need to be met, but a re-trial of non-
biological therapy is not required.

A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.

A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to that biological medicine twice within the same treatment cycle or have failed to
respond to biological medicines, as an aggregate, on 3 occasions within the same treatment cycle.

To ensure patients receive the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

(5) Baseline measurements to determine response.

A response to treatment must be demonstrated based on the baseline PASI assessment provided with the first authority
application for a biological medicine. However, prescribers may provide new baseline PASI assessments any time that an
initial or change or recommencement treatment application is provided within a treatment cycle and this revised baseline
PASI score will be used to assess the patient's response to the PBS-subsidised treatment. Where a patient is changing
from treatment with etanercept to ustekinumab the prescriber must provide a baseline PASI measurement, as well as a
PASI score demonstrating a response to treatment.
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To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.
(6A) Recommencement of treatment after a break of less than 5 years in PBS-subsidised therapy (all drugs except
etanercept).
A patient who wishes to resume treatment following a break in PBS-subsidised therapy of less than 5 years must resume
under the 'Initial 2' treatment phase. The most recent PASI assessment demonstrating disease flare must be no more than
4 weeks old at the time of application.
(6B) Re-treatment (etanercept only)
A patient may be re-treated, in certain circumstances, with etanercept after completing a 24-week treatment course under
the 'Initial 4' treatment phase.
(7) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to undertake a new treatment cycle following a break in PBS-subsidised biological therapy of at least
5 years, must qualify under an 'Initial 3' treatment phase.

Note To complete a 24-week course of treatment beyond this authority application, the next authority application (apart from
supplies obtained under 'Balance of Supply') is to be under the 'completion of course' treatment phase.
Document the patient's baseline disease severity indices scores in their medical record, in addition to providing them in this
authority application, to ensure:
(i) the patient's response to treatment can be quantified from week 12; and
(i) in the case of the patient switching therapy for this condition, the baseline scores for the initial application will be
available.

Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits
that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14509

Severe chronic plaque psoriasis

Treatment Phase: Completion of course - treatment covering weeks 16 to 24 (Whole body)

Treatment criteria:

e Must be treated by a dermatologist, AND

e Patient must be undergoing current PBS-subsidised treatment with this biological medicine, with the intention to complete
the remainder of a 24-week treatment course with this biological medicine.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

¢ Patient must have been assessed for response to treatment after at least 12 weeks treatment with the preceding supply
of this biological medicine, but within 8 weeks of the last administered dose, AND

o Patient must have demonstrated an adequate response to treatment, AND

o Patient must not receive more than 8 weeks of treatment with etanercept under this restriction.

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when
compared with the baseline value for this treatment cycle.

The assessment of response to treatment must be documented in the patient's medical records.

The same body area assessed at the baseline PASI assessment must be assessed for demonstration of response to

treatment for the purposes of gaining approval for the remainder of 24 weeks treatment.

Authority required (STREAMLINED)

14508

Severe chronic plaque psoriasis

Treatment Phase: Completion of course - treatment covering weeks 16 to 24 (Face, hand, foot)

Treatment criteria:

e Must be treated by a dermatologist, AND

¢ Patient must be undergoing current PBS-subsidised treatment with this biological medicine, with the intention to complete
the remainder of a 24-week treatment course with this biological medicine.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

¢ The treatment must be in combination with methotrexate, AND

¢ Patient must have been assessed for response to treatment after at least 12 weeks treatment with the preceding supply
of this biological medicine, but within 8 weeks of the last administered dose, AND

¢ Patient must have demonstrated an adequate response to treatment, AND

o Patient must not receive more than 8 weeks of treatment with etanercept under this restriction.

An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or

(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this
treatment cycle.

The assessment of response to treatment must be documented in the patient's medical records.
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The same body area assessed at the baseline PASI assessment must be assessed for demonstration of response to
treatment for the purposes of gaining approval for the remainder of 24 weeks treatment.

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
13697X Max.Qty Packs No.ofRpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 1 . 845.62 30.00 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
13733T Max.Qty Packs No.ofRpts Premium$  DPMQ$ MRVSN$  Brand Name and Manufacturer

1 1 . 845.62 30.00 @ Enbrel [PF]

» ETANERCEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
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written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients.
Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits
that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution.

No increase in the maximum quantity or number of units may be authorised.

No increase in the maximum number of repeats may be authorised.
Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details of the contraindications/severe intolerances, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose, details of the contraindication or intolerance including severity to methotrexate must be provided at the time of

application and documented in the patient's medical records. The maximum tolerated dose of methotrexate must be

provided at the time of the application, if applicable, and documented in the patient's medical records.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.
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The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
at the time of application and documented in the patient's medical records.
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either
(a) a total active joint count of at least 20 active (swollen and tender) joints; or
(b) at least 4 active joints from the following list of major joints:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to prior treatment must be documented in the patient's medical records.
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied
must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or
equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is
an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:
(a) the active joint count, ESR and/or CRP result and date of results;
(b) details of prior treatment, including dose and date/duration of treatment.
(c) If applicable, details of any contraindications/intolerances.
(d) If applicable, the maximum tolerated dose of methotrexate.
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:
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(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records.

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or

equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is

an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the active joint count, ESR and/or CRP result and date of result;

(b) the most recent biological agent and the date of the last continuing prescription.

(c) If applicable, the new baseline scores.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

102

Schedule of Pharmaceutical Benefits — November 2023



from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

e Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
13687J) Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 3 . 84562  30.00 @ Brenzys [RF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
13698Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 3 . 84562  30.00 @ Brenzys [RF]

» ETANERCEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
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necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients.
Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

No increase in the maximum quantity or number of units may be authorised.

No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR
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¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR
¢ Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND
e Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
e Patient must be at least 18 years of age.
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.
The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either
(a) a total active joint count of at least 20 active (swollen and tender) joints; or
(b) at least 4 active joints from the following list of major joints:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of
less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
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¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

e Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing

therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a

response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy

treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate

biological medicine.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:
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¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND
e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR
e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND
e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND
o Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more
than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
8637N Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

2 3 . *845.63 30.00 Enbrel [PF]

» ETANERCEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.
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Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits
that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg dalily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.

The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents

sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.

If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of

contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs

specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in

all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level

greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

General Pharmaceutical Benefits 109



(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
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An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Maijor joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

etanercept 50 mg/mL injection, 4 x 1 mL pen devices

0459\ Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 845.62 30.00 2 Brenzys [RF] 2 Enbrel [PF]
etanercept 50 mg/mL injection, 4 x 1 mL syringes
9089J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 845.62 30.00 2 Brenzys [RF] 2 Enbrel [PF]
= ETANERCEPT

Note TREATMENT OF PATIENTS UNDER 18 YEARS WITH SEVERE CHRONIC PLAQUE PSORIASIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines etanercept and ustekinumab for patients under 18 years of age with severe chronic plaque psoriasis. Therefore,
where the term 'biological medicines' appears in notes and restrictions, it refers to etanercept and ustekinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.

A patient who is receiving PBS-subsidised treatment for severe chronic plaque psoriasis is able to commence a treatment
cycle where they may trial a biological medicine without having to experience a disease flare when swapping to an alternate
biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine
as long as they sustain a response to therapy.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than twice.

Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.
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Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed
a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
prescribed in the most recent cycle to the date of the first application for initial treatment with a biological medicine under
the new cycle.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of more than 5 years may
commence a new treatment cycle under Initial 3 treatment restriction.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of less than 5 years may
commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

There are separate restrictions for the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hand and foot.

How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

(i) a patient has never received PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - Biological medicine-naive patient); or

(i) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years); or
(iii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine or recommence with the same biological medicine within the same treatment
cycle (Initial 2 - Change or Recommencement of treatment after a break in biological medicine of less than 5 years) [further
details are under (4) 'Swapping therapy' below]; or

(iv) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept within 12 months (Initial 4) due to a disease flare with psoriasis affecting the whole body if:

(i) there is at least a 50% change in the patients PASI score compared to the most recent response assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(i) the patient has a current PASI score greater than 15

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept (Initial 4) due to a disease flare with psoriasis affecting the face, hand or foot if:

(i) all subscores are rated moderate to severe; or

(ii) 2 of the three subscores are rated severe to very severe; or

(iii) the affected area of skin has increased by at least 50% compared to that at the time of the last assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(iv) the area affected is 30% or more of the face, palm of a hand or sole of a foot,

(2) Assessment of response to initial treatment.

After prescribing initial treatment with a biological medicine, a PASI assessment must be conducted after at least 12 weeks
of treatment. This assessment will be used to determine eligibility for continuing treatment and must be conducted within 8
weeks of the last administered dose.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
Ustekinumab only:

To avoid an interruption of supply for continuing treatment, the assessment should be submitted no later than 2 weeks prior
to when the next dose (under the new authority application) is due, unless the patient is currently on a treatment break.

(3) Continuing treatment

Etanercept only:

Following the completion of an initial 16-week treatment course with etanercept, a patient may receive a further 8 weeks of
treatment (under the 'Completion of course' treatment phase) to complete a 24-week treatment course, providing they have
demonstrated an adequate response to treatment to the initial supply.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be documented in
the patient's medical records. Where a response assessment is not conducted, the patient will be deemed to have failed to
respond to treatment with that biological medicine, unless the patient has experienced a serious adverse reaction of a
severity resulting in the necessity for permanent withdrawal of treatment.

Ustekinumab only:

Following the completion of an initial 28-week treatment course, a patient may qualify to receive up to 24 weeks per
continuing treatment course provided they demonstrate an adequate response to treatment. The patient remains eligible to
receive continuing treatment in courses of up to 24 weeks provided they continue to sustain the response. It is
recommended that a patient be reviewed 4 weeks prior to when their next dose (under a new authority application) is due to
ensure uninterrupted supply, but no later than 8 weeks after the date of the last administered dose.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.

(4) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is prescribed, a patient may swap to an alternate
biological medicine without having to requalify with respect to the prior non-biological therapy requirements. If the patient
has had a break in therapy of more than 5 years, the indices of disease severity need to be met, but a re-trial of non-
biological therapy is not required.

A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
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A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to that biological medicine twice within the same treatment cycle or have failed to
respond to biological medicines, as an aggregate, on 3 occasions within the same treatment cycle.

To ensure patients receive the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

(5) Baseline measurements to determine response.

A response to treatment must be demonstrated based on the baseline PASI assessment provided with the first authority
application for a biological medicine. However, prescribers may provide new baseline PASI assessments any time that an
initial or change or recommencement treatment application is provided within a treatment cycle and this revised baseline
PASI score will be used to assess the patient's response to the PBS-subsidised treatment. Where a patient is changing
from treatment with etanercept to ustekinumab the prescriber must provide a baseline PASI measurement, as well as a
PASI score demonstrating a response to treatment.

To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.

(6A) Recommencement of treatment after a break of less than 5 years in PBS-subsidised therapy (all drugs except
etanercept).

A patient who wishes to resume treatment following a break in PBS-subsidised therapy of less than 5 years must resume
under the 'Initial 2' treatment phase. The most recent PASI assessment demonstrating disease flare must be no more than
4 weeks old at the time of application.

(6B) Re-treatment (etanercept only)

A patient may be re-treated, in certain circumstances, with etanercept after completing a 24-week treatment course under
the 'Initial 4' treatment phase.

(7) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to undertake a new treatment cycle following a break in PBS-subsidised biological therapy of at least
5 years, must qualify under an 'Initial 3' treatment phase.

Note To complete a 24-week course of treatment beyond this authority application, the next authority application (apart from
supplies obtained under 'Balance of Supply') is to be under the 'completion of course' treatment phase.

Document the patient's baseline disease severity indices scores in their medical record, in addition to providing them in this
authority application, to ensure:

(i) the patient's response to treatment can be quantified from week 12; and

(i) in the case of the patient switching therapy for this condition, the baseline scores for the initial application will be
available.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Whole body) - biological medicine-naive patient

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,
AND

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

o Patient must have lesions present for at least 6 months from the time of initial diagnosis, AND

o Patient must have failed to achieve an adequate response to at least 2 of the following 3 treatments: (i) phototherapy
(UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg or 10 mg per
square metre weekly (whichever is lowest) for at least 6 weeks; (iii) acitretin at a dose of at least 0.4 mg per kg per day
for at least 6 weeks, AND

o Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved

Product Information, or where phototherapy was contraindicated, details must be documented in the patient's medical

records.

Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of

a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be documented in the

patient's medical records.

Details of the accepted toxicities including severity can be found on the Services Australia website.

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) A Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably when the patient was on

treatment, but no longer than 4 weeks following cessation of the last pre-requisite therapy.

A PASI assessment must have been completed for each pre-requisite treatment trialled, preferably when the patient was on

treatment, but no longer than 4 weeks following cessation of that pre-requisite treatment. Provide in this authority

application, and document in the patient's medical records, each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;
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(ii) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);

(iii) the PASI score that followed each prior therapy trialled;

(iv) the date the PASI scores were determined.

Provide a baseline PASI score to be referenced in any future authority applications that continue treatment. This PASI score

may be any of: (i) a current PASI score, (ii) a PASI score present prior to, or, after a pre-requisite non-biological medicine.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 2 treatment (Whole body) - Change of treatment

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment
cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

o Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND

e The treatment must be as systemic monotherapy; OR

¢ The treatment must be in combination with methotrexate, AND

o Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

o Patient must be under 18 years of age.

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when

compared with the baseline value for this treatment cycle.

In relation to the biological medicine that the patient is changing from, state whether the patient is changing therapy

because:

(i) there is an absence of an adequate response to that treatment; or

(i) there was an intolerance to that treatment; or

(iii) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned

above.

The assessment of response to treatment and the reason for changing therapy must be provided in this application and

documented in the patient's medical records.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 3 treatment (Whole body, or, face/hand/foot) - Recommencement of treatment after a break in

biological medicine of more than 5 years

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition for at least 5 years,
if they have previously received PBS-subsidised treatment with a biological medicine for this condition and wish to
commence a new treatment cycle, AND

¢ The condition must be affecting the whole body - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'whole body'; OR

e The condition must be limited to the face/hand/foot - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'face, hand, foot', AND

e Patient must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15; OR

e The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot
where: (i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and
scaling are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or
sole of a foot, AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

o Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

¢ Patient must be under 18 years of age.

The most recent PASI assessment must be no more than 4 weeks old at the time of application and must be documented in

the patient's medical records.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Balance of supply - Initial 1, 2, 3 or 4 treatment (Whole body, or, face/hand/foot)

Treatment criteria:

e Must be treated by a dermatologist, AND

¢ Patient must be undergoing current PBS-subsidised treatment with this biological medicine, but has received insufficient
therapy with this biological medicine to complete 16 weeks treatment available under any of the initial treatment phases
(regardless of the affected body area): (i) Initial 1, (i) Initial 2, (iii) Initial 3, (iv) Initial 4.

Clinical criteria:
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e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 4 - Re-treatment (Whole body)

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

o Patient must have a documented history of severe chronic plaque psoriasis of the whole body.

Treatment criteria:

¢ Patient must be undergoing re-treatment with this biological medicine for this PBS indication after an initial adequate
response to the most recent treatment course, but has since experienced at least one of the following: (i) a disease flare
where the PASI score has worsened (increased) by at least 50%, (ii) the current PASI score has returned above 15.

Clinical criteria:

¢ Patient must not have failed more than once to achieve an adequate response with etanercept, AND

¢ Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Where a patient has had a treatment break the length of the break is measured from the date the most recent treatment was

stopped to the date of the application for further treatment.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Face, hand, foot) - biological medicine-naive patient

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

¢ Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,
AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

¢ Patient must have the plaque or plaques of the face, or palm of hand or sole of foot present for at least 6 months from the
time of initial diagnosis, AND

o Patient must have failed to achieve an adequate response to at least 2 of the following 3 treatments: (i) phototherapy
(UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg or 10 mg per
square metre weekly (whichever is lowest) for at least 6 weeks; (iii) acitretin at a dose of at least 0.4 mg per kg per day
for at least 6 weeks, AND

o Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved

Product Information, or where phototherapy was contraindicated, details must be documented in the patient's medical

records.

Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of

a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be documented in the

patient's medical records.

Details of the accepted toxicities including severity can be found on the Services Australia website.

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling

being rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 1 month following

cessation of the last pre-requisite therapy; or

(b) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on

treatment, but no longer than 1 month following cessation of the last pre-requisite therapy

Provide in this authority application, and document in the patient's medical records, each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;

(i) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);

(iii) whether failure type (a) or (b) as described above occurred for each prior therapy trialled;

(iv) the dates that response assessments were determined.

Provide in this authority application at least one of the following to act as a baseline measurement and be referenced in any

future authority applications that continue treatment:

(v) for each of erythema, thickness and scaling, which of these are rated as severe or very severe (at least 2 must be rated

as severe/very severe);

(vi) the percentage area of skin (combined area of face, hands and feet) affected by this condition (must be at least 30%)

prior to treatment with biological medicine.

Where a patient has had a 12 month treatment break, the length of the break is measured from the date the most recent

treatment was stopped to the date of the application to re-commence treatment.
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Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 2 treatment (Face, hand, foot) - Change of treatment

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment
cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

o Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

¢ Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

o Patient must be under 18 years of age.

An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and

scaling, to slight or better, or sustained at this level, as compared to the pre-biological treatment baseline values; or

(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the pre-biological

treatment baseline value.

In relation to the biological medicine that the patient is changing from, state whether the patient is changing therapy

because:

(i) there is an absence of an adequate response to that treatment; or

(i) there was an intolerance to that treatment; or

(i) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned

above.

The assessment of response to treatment and the reason for changing therapy must be provided in this application and

documented in the patient's medical records.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 4 - Re-treatment (face, hand, foot)

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

¢ Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a
foot.

Treatment criteria:

o Patient must be undergoing re-treatment with this biological medicine for this PBS indication after an initial adequate
response to the most recent treatment course, but has since experienced at least one of the following: (i) all PASI sub-
measures (redness, thickness, scaling) are rated as 'moderate’ to 'severe’, (ii) at least 2 of the 3 PASI sub-measures are
rated as 'severe' to 'very severe', (iii) the skin area affected has increased by at least 50% since the last administered
dose, (iv) the skin area affected is at least 30% of the total skin area of the face/hand/foot.

Clinical criteria:

¢ Patient must not have failed more than once to achieve an adequate response with etanercept, AND

¢ Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Where a patient has had a treatment break the length of the break is measured from the date the most recent treatment was

stopped to the date of the application for further treatment.

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
1954\ Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

2 3 . *845.63 30.00 Enbrel [PF]

» ETANERCEPT

Caution Etanercept 50 mg/mL 1ml pen devices and prefilled syringes are intended for use in children and adolescents weighting
62.5kg or more.
Note TREATMENT OF PATIENTS UNDER 18 YEARS WITH SEVERE CHRONIC PLAQUE PSORIASIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines etanercept and ustekinumab for patients under 18 years of age with severe chronic plaque psoriasis. Therefore,
where the term 'biological medicines' appears in notes and restrictions, it refers to etanercept and ustekinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.
A patient who is receiving PBS-subsidised treatment for severe chronic plaque psoriasis is able to commence a treatment
cycle where they may trial a biological medicine without having to experience a disease flare when swapping to an alternate
biological medicine within the same treatment cycle.
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Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine
as long as they sustain a response to therapy.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than twice.

Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed
a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
prescribed in the most recent cycle to the date of the first application for initial treatment with a biological medicine under
the new cycle.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of more than 5 years may
commence a new treatment cycle under Initial 3 treatment restriction.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of less than 5 years may
commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

There are separate restrictions for the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hand and foot.

How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

(i) a patient has never received PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - Biological medicine-naive patient); or

(i) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years); or
(iii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine or recommence with the same biological medicine within the same treatment
cycle (Initial 2 - Change or Recommencement of treatment after a break in biological medicine of less than 5 years) [further
details are under (4) 'Swapping therapy' below]; or

(iv) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept within 12 months (Initial 4) due to a disease flare with psoriasis affecting the whole body if:

(i) there is at least a 50% change in the patients PASI score compared to the most recent response assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(i) the patient has a current PASI score greater than 15

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept (Initial 4) due to a disease flare with psoriasis affecting the face, hand or foot if:

(i) all subscores are rated moderate to severe; or

(i) 2 of the three subscores are rated severe to very severe; or

(iii) the affected area of skin has increased by at least 50% compared to that at the time of the last assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(iv) the area affected is 30% or more of the face, palm of a hand or sole of a foot,

(2) Assessment of response to initial treatment.

After prescribing initial treatment with a biological medicine, a PASI assessment must be conducted after at least 12 weeks
of treatment. This assessment will be used to determine eligibility for continuing treatment and must be conducted within 8
weeks of the last administered dose.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
Ustekinumab only:

To avoid an interruption of supply for continuing treatment, the assessment should be submitted no later than 2 weeks prior
to when the next dose (under the new authority application) is due, unless the patient is currently on a treatment break.

(3) Continuing treatment

Etanercept only:

Following the completion of an initial 16-week treatment course with etanercept, a patient may receive a further 8 weeks of
treatment (under the 'Completion of course' treatment phase) to complete a 24-week treatment course, providing they have
demonstrated an adequate response to treatment to the initial supply.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be documented in
the patient's medical records. Where a response assessment is not conducted, the patient will be deemed to have failed to
respond to treatment with that biological medicine, unless the patient has experienced a serious adverse reaction of a
severity resulting in the necessity for permanent withdrawal of treatment.

Ustekinumab only:

Following the completion of an initial 28-week treatment course, a patient may qualify to receive up to 24 weeks per
continuing treatment course provided they demonstrate an adequate response to treatment. The patient remains eligible to
receive continuing treatment in courses of up to 24 weeks provided they continue to sustain the response. It is
recommended that a patient be reviewed 4 weeks prior to when their next dose (under a new authority application) is due to
ensure uninterrupted supply, but no later than 8 weeks after the date of the last administered dose.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
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deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.
(4) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is prescribed, a patient may swap to an alternate
biological medicine without having to requalify with respect to the prior non-biological therapy requirements. If the patient
has had a break in therapy of more than 5 years, the indices of disease severity need to be met, but a re-trial of non-
biological therapy is not required.
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to that biological medicine twice within the same treatment cycle or have failed to
respond to biological medicines, as an aggregate, on 3 occasions within the same treatment cycle.
To ensure patients receive the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
(5) Baseline measurements to determine response.
A response to treatment must be demonstrated based on the baseline PASI assessment provided with the first authority
application for a biological medicine. However, prescribers may provide new baseline PASI assessments any time that an
initial or change or recommencement treatment application is provided within a treatment cycle and this revised baseline
PASI score will be used to assess the patient's response to the PBS-subsidised treatment. Where a patient is changing
from treatment with etanercept to ustekinumab the prescriber must provide a baseline PASI measurement, as well as a
PASI score demonstrating a response to treatment.
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.
(6A) Recommencement of treatment after a break of less than 5 years in PBS-subsidised therapy (all drugs except
etanercept).
A patient who wishes to resume treatment following a break in PBS-subsidised therapy of less than 5 years must resume
under the 'Initial 2' treatment phase. The most recent PASI assessment demonstrating disease flare must be no more than
4 weeks old at the time of application.
(6B) Re-treatment (etanercept only)
A patient may be re-treated, in certain circumstances, with etanercept after completing a 24-week treatment course under
the 'Initial 4' treatment phase.
(7) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to undertake a new treatment cycle following a break in PBS-subsidised biological therapy of at least
5 years, must qualify under an 'Initial 3' treatment phase.

Note To complete a 24-week course of treatment beyond this authority application, the next authority application (apart from
supplies obtained under 'Balance of Supply') is to be under the 'completion of course' treatment phase.
Document the patient's baseline disease severity indices scores in their medical record, in addition to providing them in this
authority application, to ensure:
(i) the patient's response to treatment can be quantified from week 12; and
(i) in the case of the patient switching therapy for this condition, the baseline scores for the initial application will be
available.

Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits
that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Whole body) - biological medicine-naive patient

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,
AND

¢ The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

¢ Patient must have lesions present for at least 6 months from the time of initial diagnosis, AND

¢ Patient must have failed to achieve an adequate response to at least 2 of the following 3 treatments: (i) phototherapy
(UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg or 10 mg per
square metre weekly (whichever is lowest) for at least 6 weeks; (iii) acitretin at a dose of at least 0.4 mg per kg per day
for at least 6 weeks, AND

¢ Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

¢ Patient must be under 18 years of age.

Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved

Product Information, or where phototherapy was contraindicated, details must be documented in the patient's medical

records.
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Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of
a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be documented in the
patient's medical records.

Details of the accepted toxicities including severity can be found on the Services Australia website.

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) A Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably when the patient was on

treatment, but no longer than 4 weeks following cessation of the last pre-requisite therapy.

A PASI assessment must have been completed for each pre-requisite treatment trialled, preferably when the patient was on

treatment, but no longer than 4 weeks following cessation of that pre-requisite treatment. Provide in this authority

application, and document in the patient's medical records, each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;

(ii) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);

(iii) the PASI score that followed each prior therapy trialled;

(iv) the date the PASI scores were determined.

Provide a baseline PASI score to be referenced in any future authority applications that continue treatment. This PASI score

may be any of: (i) a current PASI score, (ii) a PASI score present prior to, or, after a pre-requisite non-biological medicine.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 2 treatment (Whole body) - Change of treatment

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment
cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND

e The treatment must be as systemic monotherapy; OR

¢ The treatment must be in combination with methotrexate, AND

¢ Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

o Patient must be under 18 years of age.

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when

compared with the baseline value for this treatment cycle.

In relation to the biological medicine that the patient is changing from, state whether the patient is changing therapy

because:

(i) there is an absence of an adequate response to that treatment; or

(i) there was an intolerance to that treatment; or

(iii) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned

above.

The assessment of response to treatment and the reason for changing therapy must be provided in this application and

documented in the patient's medical records.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 3 treatment (Whole body, or, face/hand/foot) - Recommencement of treatment after a break in

biological medicine of more than 5 years

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition for at least 5 years,
if they have previously received PBS-subsidised treatment with a biological medicine for this condition and wish to
commence a new treatment cycle, AND

¢ The condition must be affecting the whole body - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'whole body'; OR

e The condition must be limited to the face/hand/foot - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'face, hand, foot', AND

e Patient must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15; OR

e The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot
where: (i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and
scaling are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or
sole of a foot, AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

o Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

¢ Patient must be under 18 years of age.
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The most recent PASI assessment must be no more than 4 weeks old at the time of application and must be documented in

the patient's medical records.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Balance of supply - Initial 1, 2, 3 or 4 treatment (Whole body, or, face/hand/foot)

Treatment criteria:

¢ Must be treated by a dermatologist, AND

e Patient must be undergoing current PBS-subsidised treatment with this biological medicine, but has received insufficient
therapy with this biological medicine to complete 16 weeks treatment available under any of the initial treatment phases
(regardless of the affected body area): (i) Initial 1, (ii) Initial 2, (iii) Initial 3, (iv) Initial 4.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

¢ The treatment must be in combination with methotrexate, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 4 - Re-treatment (Whole body)

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

¢ The treatment must be in combination with methotrexate, AND

¢ Patient must have a documented history of severe chronic plaque psoriasis of the whole body.

Treatment criteria:

o Patient must be undergoing re-treatment with this biological medicine for this PBS indication after an initial adequate
response to the most recent treatment course, but has since experienced at least one of the following: (i) a disease flare
where the PASI score has worsened (increased) by at least 50%, (ii) the current PASI score has returned above 15.

Clinical criteria:

¢ Patient must not have failed more than once to achieve an adequate response with etanercept, AND

o Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Where a patient has had a treatment break the length of the break is measured from the date the most recent treatment was

stopped to the date of the application for further treatment.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Face, hand, foot) - biological medicine-naive patient

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,
AND

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

o Patient must have the plaque or plaques of the face, or palm of hand or sole of foot present for at least 6 months from the
time of initial diagnosis, AND

¢ Patient must have failed to achieve an adequate response to at least 2 of the following 3 treatments: (i) phototherapy
(UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg or 10 mg per
square metre weekly (whichever is lowest) for at least 6 weeks; (iii) acitretin at a dose of at least 0.4 mg per kg per day
for at least 6 weeks, AND

¢ Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved

Product Information, or where phototherapy was contraindicated, details must be documented in the patient's medical

records.

Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of

a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be documented in the

patient's medical records.

Details of the accepted toxicities including severity can be found on the Services Australia website.

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling

being rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 1 month following

cessation of the last pre-requisite therapy; or

(b) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on

treatment, but no longer than 1 month following cessation of the last pre-requisite therapy

Provide in this authority application, and document in the patient's medical records, each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;

General Pharmaceutical Benefits 121



(ii) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);

(iii) whether failure type (a) or (b) as described above occurred for each prior therapy trialled;

(iv) the dates that response assessments were determined.

Provide in this authority application at least one of the following to act as a baseline measurement and be referenced in any

future authority applications that continue treatment:

(v) for each of erythema, thickness and scaling, which of these are rated as severe or very severe (at least 2 must be rated

as severe/very severe);

(vi) the percentage area of skin (combined area of face, hands and feet) affected by this condition (must be at least 30%)

prior to treatment with biological medicine.

Where a patient has had a 12 month treatment break, the length of the break is measured from the date the most recent

treatment was stopped to the date of the application to re-commence treatment.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 2 treatment (Face, hand, foot) - Change of treatment

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment
cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

o Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

o Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

o Patient must be under 18 years of age.

An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and

scaling, to slight or better, or sustained at this level, as compared to the pre-biological treatment baseline values; or

(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the pre-biological

treatment baseline value.

In relation to the biological medicine that the patient is changing from, state whether the patient is changing therapy

because:

(i) there is an absence of an adequate response to that treatment; or

(i) there was an intolerance to that treatment; or

(i) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned

above.

The assessment of response to treatment and the reason for changing therapy must be provided in this application and

documented in the patient's medical records.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 4 - Re-treatment (face, hand, foot)

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

¢ Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a
foot.

Treatment criteria:

o Patient must be undergoing re-treatment with this biological medicine for this PBS indication after an initial adequate
response to the most recent treatment course, but has since experienced at least one of the following: (i) all PASI sub-
measures (redness, thickness, scaling) are rated as 'moderate’ to 'severe’, (ii) at least 2 of the 3 PASI sub-measures are
rated as 'severe' to 'very severe', (iii) the skin area affected has increased by at least 50% since the last administered
dose, (iv) the skin area affected is at least 30% of the total skin area of the face/hand/foot.

Clinical criteria:

¢ Patient must not have failed more than once to achieve an adequate response with etanercept, AND

¢ Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Where a patient has had a treatment break the length of the break is measured from the date the most recent treatment was

stopped to the date of the application for further treatment.

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
1964]) Max.QtyPacks No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 3 . 845.62 30.00 @ Enbrel [PF]
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etanercept 50 mg/mL injection, 4 x 1 mL syringes
1963H Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 3 . 845.62 30.00 @ Enbrel [PF]

* FREMANEZUMAB

Note Pharmaceutical benefits that have the form fremanezumab 225 mg/1.5 mL syringes and pharmaceutical benefits that have
the form fremanezumab 225 mg/1.5 mL pen devices are equivalent for the purposes of substitution.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)

14563
Treatment-resistant migraine

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a neurologist; OR

¢ Must be treated by a general practitioner in consultation with a neurologist, AND

¢ Patient must not be undergoing concurrent treatment with the following PBS benefits: (i) botulinum toxin type A listed for
this PBS indication, (ii) another drug in the same pharmacological class as this drug listed for this PBS indication.
Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must have achieved and maintained at least 50% reduction from baseline in the number of migraine headache
days per month, AND

¢ Patient must continue to be appropriately managed for medication overuse headache.
Patient must have the number of migraine headache days per month documented in their medical records.

fremanezumab 225 mg/1.5 mL injection, 1.5 mL pen device
131298 Max.Qty Packs No.ofRpts Premum$ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 5 . 559.92 30.00 2 Ajovy [TB]

fremanezumab 225 mg/1.5 mL injection, 1.5 mL syringe
12603H Max.Qty Packs No.ofRpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 5 . 559.92 30.00 2 Ajovy [TB]

* FREMANEZUMAB

Note Pharmaceutical benefits that have the form fremanezumab 225 mg/1.5 mL syringes and pharmaceutical benefits that have
the form fremanezumab 225 mg/1.5 mL pen devices are equivalent for the purposes of substitution.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.
Authority required (STREAMLINED)
14472
Treatment-resistant migraine
Treatment Phase: Initial treatment
Treatment criteria:
e Must be treated by a neurologist, AND
¢ Patient must not be undergoing concurrent treatment with the following PBS benefits: (i) botulinum toxin type A listed for

this PBS indication, (ii) another drug in the same pharmacological class as this drug listed for this PBS indication.
Clinical criteria:

¢ Patient must have experienced at least 8 migraine headache days per month, over a period of at least 6 months, prior to
commencement of treatment with this medicine for this condition, AND

¢ Patient must have experienced an inadequate response, intolerance or a contraindication to at least three prophylactic
migraine medications prior to commencement of treatment with this drug for this condition, AND

o Patient must be appropriately managed by their practitioner for medication overuse headache, prior to initiation of
treatment with this drug.
Population criteria:

¢ Patient must be at least 18 years of age.

Prophylactic migraine medications are propranolol, amitriptyline, pizotifen, candesartan, verapamil, nortriptyline, sodium
valproate or topiramate.

Patient must have the number of migraine headache days per month documented in their medical records.
fremanezumab 225 mg/1.5 mL injection, 1.5 mL pen device
13115G Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
1 2 . 559.92 30.00 @ Ajovy [TB]
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fremanezumab 225 mg/1.5 mL injection, 1.5 mL syringe
12611R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 2 . 559.92  30.00 @ Ajovy [TB]

* GLYCOMACROPEPTIDE AND ESSENTIAL AMINO ACIDS WITH VITAMINS AND MINERALS

Restricted benefit

Phenylketonuria

glycomacropeptide and essential amino acids with vitamins and minerals powder for oral liquid, 30 x 40 g

sachets

13714T Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

o

4 5 . *1579.93 30.00 Camino Pro Bettermilk [QH]

= GOLIMUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
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not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

Authority required (STREAMLINED)

14604

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

¢ Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

If the requirement for concomitant treatment with methotrexate cannot be met because of a contraindication and/or severe
intolerance, details must be documented in the patient's medical records.

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device
13706J Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 116149  30.00  Simponi [JC]

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
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Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
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full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a

minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will

enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device
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Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
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Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg dalily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR
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¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

¢ Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

e Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of
less than 24 months)

Treatment criteria:
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¢ Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR
¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.
Population criteria:
o Patient must be at least 18 years of age.
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this
restriction using existing baseline scores.
Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide
baseline disease severity indicators with this application, in addition to the response assessment outlined below.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
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¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction, AND

¢ The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device
11372M Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1161.49 30.00 Simponi [JC]

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
3426H Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 3 . 1161.49 30.00 Simponi [JC]

* INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
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treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note The application should indicate which formulation eg. pre-filled pen or pre-filled syringe to ensure appropriate item is
approved.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Continuing treatment with subcutaneous form or switching from intravenous form to subcutaneous form

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug (in any form) as their most recent course of PBS-subsidised biological medicine
treatment for this condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug; OR

¢ Patient must have demonstrated an adequate response to treatment with this drug in the intravenous form, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:
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(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

At the time of the authority application, medical practitioners should request sufficient quantity for up to 24 weeks of
treatment under this restriction.

infliximab 120 mg/mL injection, 1 mL pen device

12554R Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer
2 5 . *577.89 30.00 Remsima SC [EW]
infliximab 120 mg/mL injection, 1 mL syringe
12553Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer
2 5 . *759.43 30.00 Remsima SC [EW]
= INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,

General Pharmaceutical Benefits 135



'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Where there is already an approved authority prescription for the IV formulation, an authority application for this

subcutaneously administered form can be made under one of:

(1) The Balance of Supply listing - apply under this listing if the treatment phase (Initial treatment, First Continuing
treatment, Subsequent Continuing treatment) is yet to be completed; the following authority application is to be under a
Continuing treatment listing.

(2) A Continuing treatment listing - apply under one of these types of listings where a treatment phase is concluding/has
concluded; this typically occurs for the dose due at treatment week 16, 40, 64, 88 etc.

Note The application should indicate which formulation eg. pre-filled pen or pre-filled syringe to ensure appropriate item is

approved.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment with the subcutaneous form where a concurrent PBS authority application for the

intravenously (IV) administered formulation is being made

Treatment criteria:

¢ Must be treated by a specialist prescriber who is the same prescriber completing the PBS authority application for the IV
administered formulation of this drug/biological medicine, AND

¢ Patient must be undergoing treatment with this benefit where: (i) there is a concurrent PBS authority application for the IV
administered formulation submitted for approval, (ii) the concurrent PBS authority application is approved/in the process
of being approved.

Population criteria:

o Patient must be at least 18 years of age.
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The authority application must be made in writing and must include:
(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The PBS administrator will confirm that:

(i) there is a concurrent authority application for the intravenous (1V) formulation of this benefit for the patient;

(i) the concurrent authority application for the IV formulation is to be approved before approving this authority application.
infliximab 120 mg/mL injection, 1 mL pen device
12577Y Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

2 2 . *577.89 30.00 Remsima SC [EW]

infliximab 120 mg/mL injection, 1 mL syringe
12576X Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

2 2 . *759.43 30.00 Remsima SC [EW]

* LEVOTHYROXINE

Note Continuing Therapy Only:

For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Note Eltroxin and Levothox are not interchangeable with Oroxine, Eutroxsig, Levoxine, Levothyroxine Lup, APO-Levothyroxine,
Thyrox or Levothyroxine Sandoz on a dose to dose basis, and dose titration may be required.

Note Pharmaceutical benefits that have the form levothyroxine sodium 75 microgram tablet, 200 (Eutroxsig, Oroxine,
Levothyroxine Lup, APO-Levothyroxine and Levothyroxine Sandoz brands) and pharmaceutical benefits that have the form
levothyroxine sodium 75 microgram tablet, 2 x 100 (Levoxine and Thyrox brands) are equivalent for the purposes of
substitution.

levothyroxine sodium 75 microgram tablet, 2 x 100

12960D Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 1 1 . 23.26 24.66 2 LEVOXINE [RA] @ Thyrox [IX]
=» LEVOTHYROXINE

Note Continuing Therapy Only:

For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Note Eltroxin and Levothox are not interchangeable with Oroxine, Eutroxsig, Levoxine, Levothyroxine Lup, APO-Levothyroxine,
Thyrox or Levothyroxine Sandoz on a dose to dose basis, and dose titration may be required.

Note Pharmaceutical benefits that have the form levothyroxine sodium 100 microgram tablet, 200 (Eutroxsig, Oroxine,
Levothyroxine Lup, APO-Levothyroxine and Levothyroxine Sandoz brands) and pharmaceutical benefits that have the form
levothyroxine sodium 100 microgram tablet, 2 x 100 (Levoxine and Thyrox brands) are equivalent for the purposes of
substitution.

levothyroxine sodium 100 microgram tablet, 2 x 100

12968M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 1 1 . 23.45 24.85 2 LEVOXINE [RA] @ Thyrox [IX]
* LEVOTHYROXINE

Note Continuing Therapy Only:

For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Note Eltroxin and Levothox are not interchangeable with Oroxine, Eutroxsig, Levoxine, Levothyroxine Lup, APO-Levothyroxine,
Thyrox or Levothyroxine Sandoz on a dose to dose basis, and dose titration may be required.

Note Pharmaceutical benefits that have the form levothyroxine sodium 50 microgram tablet, 200 (Eutroxsig, Oroxine,
Levothyroxine Lup, APO-Levothyroxine and Levothyroxine Sandoz brands) and pharmaceutical benefits that have the form
levothyroxine sodium 50 microgram tablet, 2 x 100 (Levoxine and Thyrox brands) are equivalent for the purposes of
substitution.

levothyroxine sodium 50 microgram tablet, 2 x 100

12969N Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 1 1 . 23.09 2449 2 LEVOXINE [RA] @ Thyrox [IX]
= LEVOTHYROXINE

Note Continuing Therapy Only:
For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.
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Note Eltroxin and Levothox are not interchangeable with Oroxine, Eutroxsig, Levoxine, Levothyroxine Lup, APO-Levothyroxine,
Thyrox or Levothyroxine Sandoz on a dose to dose basis, and dose titration may be required.

Note Pharmaceutical benefits that have the form levothyroxine sodium 200 microgram tablet, 200 (Eutroxsig, Oroxine,
Levothyroxine Lup, APO-Levothyroxine and Levothyroxine Sandoz brands) and pharmaceutical benefits that have the form
levothyroxine sodium 200 microgram tablet, 2 x 100 (Levoxine and Thyrox brands) are equivalent for the purposes of
substitution.

levothyroxine sodium 200 microgram tablet, 2 x 100

12970P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 1 1 . 25.26 26.66 2 LEVOXINE [RA] @ Thyrox [IX]
= LEVOTHYROXINE

Note Continuing Therapy Only:

For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Note Eltroxin and Levothox are not interchangeable with Oroxine, Eutroxsig, Levoxine, Levothyroxine Lup, APO-Levothyroxine,
Thyrox or Levothyroxine Sandoz on a dose to dose basis, and dose titration may be required.

Note Pharmaceutical benefits that have the form levothyroxine sodium 200 microgram tablet, 200 (Eltroxin and Levothox brands)
are equivalent for the purposes of substitution.

Note Pharmaceutical benefits that have the form levothyroxine sodium 200 microgram tablet, 200 (Eutroxsig, Oroxine,
Levothyroxine Lup, APO-Levothyroxine and Levothyroxine Sandoz brands) and pharmaceutical benefits that have the form
levothyroxine sodium 200 microgram tablet, 2 x 100 (Levoxine and Thyrox brands) are equivalent for the purposes of
substitution.

levothyroxine sodium 200 microgram tablet, 200

2173J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 1 1 . 25.26 26.66 2 APO-Levothyroxine [XT] @ Eutroxsig [LN]
@ Levothyroxine Lup [GQ] @ Levothyroxine Sandoz [SZ]
® Eltroxin [LT] ® Levothox [AF]
81.31 26.57 26.66 2 Oroxine [AS]
= LEVOTHYROXINE

Note Continuing Therapy Only:

For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Note Eltroxin and Levothox are not interchangeable with Oroxine, Eutroxsig, Levoxine, Levothyroxine Lup, APO-Levothyroxine,
Thyrox or Levothyroxine Sandoz on a dose to dose basis, and dose titration may be required.

Note Pharmaceutical benefits that have the form levothyroxine sodium 50 microgram tablet, 200 (Eltroxin and Levothox brands)
are equivalent for the purposes of substitution.

Note Pharmaceutical benefits that have the form levothyroxine sodium 50 microgram tablet, 200 (Eutroxsig, Oroxine,
Levothyroxine Lup, APO-Levothyroxine and Levothyroxine Sandoz brands) and pharmaceutical benefits that have the form
levothyroxine sodium 50 microgram tablet, 2 x 100 (Levoxine and Thyrox brands) are equivalent for the purposes of
substitution.

levothyroxine sodium 50 microgram tablet, 200

2174K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 1 1 . 23.09 24.49 @ APO-Levothyroxine [XT] @ Eutroxsig [LN]
@ Levothyroxine Lup [GQ] @ Levothyroxine Sandoz [SZ]
b Eltroxin [LT] b Levothox [AF]
B1.31 24.40 24.49 @ Oroxine [AS]
= LEVOTHYROXINE

Note Continuing Therapy Only:

For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Note Eltroxin and Levothox are not interchangeable with Oroxine, Eutroxsig, Levoxine, Levothyroxine Lup, APO-Levothyroxine,
Thyrox or Levothyroxine Sandoz on a dose to dose basis, and dose titration may be required.

Note Pharmaceutical benefits that have the form levothyroxine sodium 100 microgram tablet, 200 (Eltroxin and Levothox brands)
are equivalent for the purposes of substitution.

Note Pharmaceutical benefits that have the form levothyroxine sodium 100 microgram tablet, 200 (Eutroxsig, Oroxine,
Levothyroxine Lup, APO-Levothyroxine and Levothyroxine Sandoz brands) and pharmaceutical benefits that have the form
levothyroxine sodium 100 microgram tablet, 2 x 100 (Levoxine and Thyrox brands) are equivalent for the purposes of
substitution.

levothyroxine sodium 100 microgram tablet, 200

2175L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 1 1 . 23.45 24.85 2 APO-Levothyroxine [XT] @ Eutroxsig [LN]
@ Levothyroxine Lup [GQ] @ Levothyroxine Sandoz [SZ]
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b Eltroxin [LT] b Levothox [AF]

B1.31 24.76 24.85 @ Oroxine [AS]

* LEVOTHYROXINE

Note Continuing Therapy Only:

For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Note Eltroxin and Levothox are not interchangeable with Oroxine, Eutroxsig, Levoxine, Levothyroxine Lup, APO-Levothyroxine,
Thyrox or Levothyroxine Sandoz on a dose to dose basis, and dose titration may be required.

Note Pharmaceutical benefits that have the form levothyroxine sodium 75 microgram tablet, 200 (Eltroxin and Levothox brands)
are equivalent for the purposes of substitution.

Note Pharmaceutical benefits that have the form levothyroxine sodium 75 microgram tablet, 200 (Eutroxsig, Oroxine,
Levothyroxine Lup, APO-Levothyroxine and Levothyroxine Sandoz brands) and pharmaceutical benefits that have the form
levothyroxine sodium 75 microgram tablet, 2 x 100 (Levoxine and Thyrox brands) are equivalent for the purposes of
substitution.

levothyroxine sodium 75 microgram tablet, 200

0287T Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 1 1 . 23.26 24.66 2 APO-Levothyroxine [XT] @ Eutroxsig [LN]
@ Levothyroxine Lup [GQ] @ Levothyroxine Sandoz [SZ]
® Eltroxin [LT] ® Levothox [AF]
B1.32 24.58 24.66 2 Oroxine [AS]
= METHYLPREDNISOLONE

Note Pharmaceutical benefits that have the form methylprednisolone 40 mg injection [1 chamber] (&) inert substance diluent [1
mL chamber], 1 dual chamber vial and pharmaceutical benefits that have the form methylprednisolone 40 mg injection, 5
vials and pharmaceutical benefits that have the form methylprednisolone (as sodium succinate) 40 mg powder for injection,
1 vial are equivalent for the purposes of substitution.

methylprednisolone 40 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber
vial
11739W Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

@ 5 . . *42.57 30.00 2 Solu-Medrol [PF]

methylprednisolone (as sodium succinate) 40 mg powder for injection, 1 vial
13736Y Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

@ 5 . . *113.82 30.00 @ Solu-Medrone [LM]

methylprednisolone 40 mg injection, 5 vials
52638 Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

o 1 . . 25.13 26.53 @ Methylpred [AL]

= TOCILIZUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
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cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14499

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR
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o Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND
o Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

13720D Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 812.80 30.00 Actemra ACTPen [RO]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
13685G Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 812.80 30.00 Actemra Subcutaneous
Injection [RO]

* TOCILIZUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
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Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

e Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or
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(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:
e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11567T Max.Qty Packs No.ofRpts Premium$  DPMQ$ MRVSN$  Brand Name and Manufacturer

1 5 . 812.80 30.00 Actemra ACTPen [RO]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
10954M Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 812.80 30.00 Actemra Subcutaneous
Injection [RO]

= TOCILIZUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine’'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
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treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.
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Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.

The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents

sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.

If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of

contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs

specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in

all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level

greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD frial, but prior

to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12

weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.
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Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing

therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a

response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy

treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate

biological medicine.
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR
e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND
e Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
Maijor joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required
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Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
11565Q Max.QtyPacks No.ofRpts ~Premum$ DPMQ$ MRVSNS$  Brand Name and Manufacturer

1 3 . 812.80 30.00 Actemra ACTPen [RO]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
10951) Max.Qty Packs No.ofRpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 3 . 812.80 30.00 Actemra Subcutaneous
Injection [RO]
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Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through ‘Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:
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Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)

14499

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

¢ Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
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(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

tofacitinib 5 mg tablet, 56
13730P Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1211.93 30.00 Xeljanz [PF]

= TOFACITINIB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through ‘Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
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provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

¢ Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a

minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will

enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.
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Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

tofacitinib 5 mg tablet, 56
10511F Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 1211.93 30.00 Xeljanz [PF]

* TOFACITINIB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
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Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
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hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

¢ Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.

The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents

sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.

If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of

contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs

specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided

in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in

all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level

greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior

to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12

weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of
less than 24 months)
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Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this
restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide
baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:
e Must be treated by a rheumatologist; OR
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¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

tofacitinib 5 mg tablet, 56
10517M Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1211.93 30.00 Xeljanz [PF]

* UPADACITINIB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
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insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.
(2) Baseline measurements to determine response.
Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this

condition, AND
¢ Patient must have demonstrated an adequate response to treatment with this drug, AND
o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
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Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: Continuing treatment - balance of supply
Treatment criteria:
¢ Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the continuing treatment restriction
to complete 24 weeks of treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

upadacitinib 15 mg modified release tablet, 28
11979L Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 127231 30.00  Rinvogq [VE]

= UPADACITINIB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through ‘Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
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biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.
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If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.
The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either
(a) a total active joint count of at least 20 active (swollen and tender) joints; or
(b) at least 4 active joints from the following list of major joints:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
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¢ Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this
restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide
baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND
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o Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more
than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

upadacitinib 15 mg modified release tablet, 28
119898 Max.Qty Packs No.of Rpts ~ Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 127231 30.00  Rinvogq [VE]

= USTEKINUMAB

Note TREATMENT OF PATIENTS UNDER 18 YEARS WITH SEVERE CHRONIC PLAQUE PSORIASIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines etanercept and ustekinumab for patients under 18 years of age with severe chronic plaque psoriasis. Therefore,
where the term 'biological medicines' appears in notes and restrictions, it refers to etanercept and ustekinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.
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A patient who is receiving PBS-subsidised treatment for severe chronic plaque psoriasis is able to commence a treatment
cycle where they may trial a biological medicine without having to experience a disease flare when swapping to an alternate
biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine
as long as they sustain a response to therapy.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than twice.

Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed
a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
prescribed in the most recent cycle to the date of the first application for initial treatment with a biological medicine under
the new cycle.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of more than 5 years may
commence a new treatment cycle under Initial 3 treatment restriction.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of less than 5 years may
commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

There are separate restrictions for the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hand and foot.

How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

(i) a patient has never received PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - Biological medicine-naive patient); or

(i) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years); or
(iii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine or recommence with the same biological medicine within the same treatment
cycle (Initial 2 - Change or Recommencement of treatment after a break in biological medicine of less than 5 years) [further
details are under (4) 'Swapping therapy' below]; or

(iv) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept within 12 months (Initial 4) due to a disease flare with psoriasis affecting the whole body if:

(i) there is at least a 50% change in the patients PASI score compared to the most recent response assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(i) the patient has a current PASI score greater than 15

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept (Initial 4) due to a disease flare with psoriasis affecting the face, hand or foot if:

(i) all subscores are rated moderate to severe; or

(i) 2 of the three subscores are rated severe to very severe; or

(iii) the affected area of skin has increased by at least 50% compared to that at the time of the last assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(iv) the area affected is 30% or more of the face, palm of a hand or sole of a foot,

(2) Assessment of response to initial treatment.

After prescribing initial treatment with a biological medicine, a PASI assessment must be conducted after at least 12 weeks
of treatment. This assessment will be used to determine eligibility for continuing treatment and must be conducted within 8
weeks of the last administered dose.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
Ustekinumab only:

To avoid an interruption of supply for continuing treatment, the assessment should be submitted no later than 2 weeks prior
to when the next dose (under the new authority application) is due, unless the patient is currently on a treatment break.

(3) Continuing treatment

Etanercept only:

Following the completion of an initial 16-week treatment course with etanercept, a patient may receive a further 8 weeks of
treatment (under the 'Completion of course' treatment phase) to complete a 24-week treatment course, providing they have
demonstrated an adequate response to treatment to the initial supply.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be documented in
the patient's medical records. Where a response assessment is not conducted, the patient will be deemed to have failed to
respond to treatment with that biological medicine, unless the patient has experienced a serious adverse reaction of a
severity resulting in the necessity for permanent withdrawal of treatment.

Ustekinumab only:

Following the completion of an initial 28-week treatment course, a patient may qualify to receive up to 24 weeks per
continuing treatment course provided they demonstrate an adequate response to treatment. The patient remains eligible to
receive continuing treatment in courses of up to 24 weeks provided they continue to sustain the response. It is
recommended that a patient be reviewed 4 weeks prior to when their next dose (under a new authority application) is due to

164

Schedule of Pharmaceutical Benefits — November 2023



ensure uninterrupted supply, but no later than 8 weeks after the date of the last administered dose.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.

(4) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is prescribed, a patient may swap to an alternate
biological medicine without having to requalify with respect to the prior non-biological therapy requirements. If the patient
has had a break in therapy of more than 5 years, the indices of disease severity need to be met, but a re-trial of non-
biological therapy is not required.

A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.

A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to that biological medicine twice within the same treatment cycle or have failed to
respond to biological medicines, as an aggregate, on 3 occasions within the same treatment cycle.

To ensure patients receive the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

(5) Baseline measurements to determine response.

A response to treatment must be demonstrated based on the baseline PASI assessment provided with the first authority
application for a biological medicine. However, prescribers may provide new baseline PASI assessments any time that an
initial or change or recommencement treatment application is provided within a treatment cycle and this revised baseline
PASI score will be used to assess the patient's response to the PBS-subsidised treatment. Where a patient is changing
from treatment with etanercept to ustekinumab the prescriber must provide a baseline PASI measurement, as well as a
PASI score demonstrating a response to treatment.

To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.

(6A) Recommencement of treatment after a break of less than 5 years in PBS-subsidised therapy (all drugs except
etanercept).

A patient who wishes to resume treatment following a break in PBS-subsidised therapy of less than 5 years must resume
under the 'Initial 2' treatment phase. The most recent PASI assessment demonstrating disease flare must be no more than
4 weeks old at the time of application.

(6B) Re-treatment (etanercept only)

A patient may be re-treated, in certain circumstances, with etanercept after completing a 24-week treatment course under
the 'Initial 4' treatment phase.

(7) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to undertake a new treatment cycle following a break in PBS-subsidised biological therapy of at least
5 years, must qualify under an 'Initial 3' treatment phase.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required
Severe chronic plaque psoriasis
Treatment Phase: Balance of supply - Continuing treatment (Whole body, or, face/hand/foot)
Treatment criteria:
¢ Must be treated by a dermatologist, AND
¢ Patient must be undergoing current PBS-subsidised treatment with this biological medicine, but the full number of repeats
available under the continuing treatment phase was not prescribed.
ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial
12662K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 . . 394414 30.00 Stelara [JC]

= USTEKINUMAB

Note TREATMENT OF PATIENTS UNDER 18 YEARS WITH SEVERE CHRONIC PLAQUE PSORIASIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines etanercept and ustekinumab for patients under 18 years of age with severe chronic plaque psoriasis. Therefore,
where the term 'biological medicines' appears in notes and restrictions, it refers to etanercept and ustekinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.
A patient who is receiving PBS-subsidised treatment for severe chronic plaque psoriasis is able to commence a treatment
cycle where they may trial a biological medicine without having to experience a disease flare when swapping to an alternate
biological medicine within the same treatment cycle.
Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine
as long as they sustain a response to therapy.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than twice.
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
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treatment failure.

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed
a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
prescribed in the most recent cycle to the date of the first application for initial treatment with a biological medicine under
the new cycle.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of more than 5 years may
commence a new treatment cycle under Initial 3 treatment restriction.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of less than 5 years may
commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

There are separate restrictions for the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hand and foot.

How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

(i) a patient has never received PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - Biological medicine-naive patient); or

(i) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years); or
(iii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine or recommence with the same biological medicine within the same treatment
cycle (Initial 2 - Change or Recommencement of treatment after a break in biological medicine of less than 5 years) [further
details are under (4) 'Swapping therapy' below]; or

(iv) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept within 12 months (Initial 4) due to a disease flare with psoriasis affecting the whole body if:

(i) there is at least a 50% change in the patients PASI score compared to the most recent response assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(i) the patient has a current PASI score greater than 15

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept (Initial 4) due to a disease flare with psoriasis affecting the face, hand or foot if:

(i) all subscores are rated moderate to severe; or

(i) 2 of the three subscores are rated severe to very severe; or

(iii) the affected area of skin has increased by at least 50% compared to that at the time of the last assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(iv) the area affected is 30% or more of the face, palm of a hand or sole of a foot,

(2) Assessment of response to initial treatment.

After prescribing initial treatment with a biological medicine, a PASI assessment must be conducted after at least 12 weeks
of treatment. This assessment will be used to determine eligibility for continuing treatment and must be conducted within 8
weeks of the last administered dose.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
Ustekinumab only:

To avoid an interruption of supply for continuing treatment, the assessment should be submitted no later than 2 weeks prior
to when the next dose (under the new authority application) is due, unless the patient is currently on a treatment break.

(3) Continuing treatment

Etanercept only:

Following the completion of an initial 16-week treatment course with etanercept, a patient may receive a further 8 weeks of
treatment (under the 'Completion of course' treatment phase) to complete a 24-week treatment course, providing they have
demonstrated an adequate response to treatment to the initial supply.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be documented in
the patient's medical records. Where a response assessment is not conducted, the patient will be deemed to have failed to
respond to treatment with that biological medicine, unless the patient has experienced a serious adverse reaction of a
severity resulting in the necessity for permanent withdrawal of treatment.

Ustekinumab only:

Following the completion of an initial 28-week treatment course, a patient may qualify to receive up to 24 weeks per
continuing treatment course provided they demonstrate an adequate response to treatment. The patient remains eligible to
receive continuing treatment in courses of up to 24 weeks provided they continue to sustain the response. It is
recommended that a patient be reviewed 4 weeks prior to when their next dose (under a new authority application) is due to
ensure uninterrupted supply, but no later than 8 weeks after the date of the last administered dose.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.

(4) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is prescribed, a patient may swap to an alternate
biological medicine without having to requalify with respect to the prior non-biological therapy requirements. If the patient
has had a break in therapy of more than 5 years, the indices of disease severity need to be met, but a re-trial of non-
biological therapy is not required.
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A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to that biological medicine twice within the same treatment cycle or have failed to
respond to biological medicines, as an aggregate, on 3 occasions within the same treatment cycle.
To ensure patients receive the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
(5) Baseline measurements to determine response.
A response to treatment must be demonstrated based on the baseline PASI assessment provided with the first authority
application for a biological medicine. However, prescribers may provide new baseline PASI assessments any time that an
initial or change or recommencement treatment application is provided within a treatment cycle and this revised baseline
PASI score will be used to assess the patient's response to the PBS-subsidised treatment. Where a patient is changing
from treatment with etanercept to ustekinumab the prescriber must provide a baseline PASI measurement, as well as a
PASI score demonstrating a response to treatment.
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.
(6A) Recommencement of treatment after a break of less than 5 years in PBS-subsidised therapy (all drugs except
etanercept).
A patient who wishes to resume treatment following a break in PBS-subsidised therapy of less than 5 years must resume
under the 'Initial 2' treatment phase. The most recent PASI assessment demonstrating disease flare must be no more than
4 weeks old at the time of application.
(6B) Re-treatment (etanercept only)
A patient may be re-treated, in certain circumstances, with etanercept after completing a 24-week treatment course under
the 'Initial 4' treatment phase.
(7) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to undertake a new treatment cycle following a break in PBS-subsidised biological therapy of at least
5 years, must qualify under an 'Initial 3' treatment phase.

Note For the next authority approval following this one, aim to conduct and submit the PASI assessment at approximately 4
weeks prior to when a new authority application is due to ensure uninterrupted supply.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Note No increase in the maximum number of repeats may be authorised.

Note Special Pricing Arrangements apply.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Continuing treatment (Whole body) - treatment covering week 28 and onwards

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

o Patient must have been assessed for response to treatment after at least 12 weeks treatment with the preceding supply
of this biological medicine, AND

o Patient must have demonstrated an adequate response to treatment, AND

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this

restriction.
The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when
compared with the baseline value for this treatment cycle.

The assessment of response to treatment must be provided in this application and documented in the patient's medical
records.

The same body area assessed at the baseline PASI assessment must be assessed for demonstration of response to
treatment for the purposes of gaining approval for the remainder of 24 weeks treatment.

Authority required

General Pharmaceutical Benefits 167



Severe chronic plaque psoriasis

Treatment Phase: Continuing treatment (Face, hand, foot) - treatment covering week 28 and onwards

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

e The treatment must be as systemic monotherapy; OR

¢ The treatment must be in combination with methotrexate, AND

o Patient must have been assessed for response to treatment after at least 12 weeks treatment with the preceding supply
of this biological medicine, AND

¢ Patient must have demonstrated an adequate response to treatment, AND

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or

(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this
treatment cycle.

The assessment of response to treatment must be provided in this application and documented in the patient's medical
records.

ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial
12664M Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 1 . 3944.14 30.00 Stelara [JC]

* USTEKINUMAB

Note TREATMENT OF PATIENTS UNDER 18 YEARS WITH SEVERE CHRONIC PLAQUE PSORIASIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines etanercept and ustekinumab for patients under 18 years of age with severe chronic plaque psoriasis. Therefore,
where the term 'biological medicines' appears in notes and restrictions, it refers to etanercept and ustekinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.

A patient who is receiving PBS-subsidised treatment for severe chronic plaque psoriasis is able to commence a treatment
cycle where they may trial a biological medicine without having to experience a disease flare when swapping to an alternate
biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine
as long as they sustain a response to therapy.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than twice.

Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed
a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
prescribed in the most recent cycle to the date of the first application for initial treatment with a biological medicine under
the new cycle.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of more than 5 years may
commence a new treatment cycle under Initial 3 treatment restriction.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of less than 5 years may
commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

There are separate restrictions for the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hand and foot.

How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

(i) a patient has never received PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - Biological medicine-naive patient); or

(i) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years); or
(iii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine or recommence with the same biological medicine within the same treatment
cycle (Initial 2 - Change or Recommencement of treatment after a break in biological medicine of less than 5 years) [further
details are under (4) 'Swapping therapy' below]; or
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(iv) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept within 12 months (Initial 4) due to a disease flare with psoriasis affecting the whole body if:

(i) there is at least a 50% change in the patients PASI score compared to the most recent response assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(i) the patient has a current PASI score greater than 15

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with
etanercept (Initial 4) due to a disease flare with psoriasis affecting the face, hand or foot if:

(i) all subscores are rated moderate to severe; or

(ii) 2 of the three subscores are rated severe to very severe; or

(iii) the affected area of skin has increased by at least 50% compared to that at the time of the last assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(iv) the area affected is 30% or more of the face, palm of a hand or sole of a foot,

(2) Assessment of response to initial treatment.

After prescribing initial treatment with a biological medicine, a PASI assessment must be conducted after at least 12 weeks
of treatment. This assessment will be used to determine eligibility for continuing treatment and must be conducted within 8
weeks of the last administered dose.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
Ustekinumab only:

To avoid an interruption of supply for continuing treatment, the assessment should be submitted no later than 2 weeks prior
to when the next dose (under the new authority application) is due, unless the patient is currently on a treatment break.

(3) Continuing treatment

Etanercept only:

Following the completion of an initial 16-week treatment course with etanercept, a patient may receive a further 8 weeks of
treatment (under the 'Completion of course' treatment phase) to complete a 24-week treatment course, providing they have
demonstrated an adequate response to treatment to the initial supply.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be documented in
the patient's medical records. Where a response assessment is not conducted, the patient will be deemed to have failed to
respond to treatment with that biological medicine, unless the patient has experienced a serious adverse reaction of a
severity resulting in the necessity for permanent withdrawal of treatment.

Ustekinumab only:

Following the completion of an initial 28-week treatment course, a patient may qualify to receive up to 24 weeks per
continuing treatment course provided they demonstrate an adequate response to treatment. The patient remains eligible to
receive continuing treatment in courses of up to 24 weeks provided they continue to sustain the response. It is
recommended that a patient be reviewed 4 weeks prior to when their next dose (under a new authority application) is due to
ensure uninterrupted supply, but no later than 8 weeks after the date of the last administered dose.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.

(4) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is prescribed, a patient may swap to an alternate
biological medicine without having to requalify with respect to the prior non-biological therapy requirements. If the patient
has had a break in therapy of more than 5 years, the indices of disease severity need to be met, but a re-trial of non-
biological therapy is not required.

A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.

A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to that biological medicine twice within the same treatment cycle or have failed to
respond to biological medicines, as an aggregate, on 3 occasions within the same treatment cycle.

To ensure patients receive the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

(5) Baseline measurements to determine response.

A response to treatment must be demonstrated based on the baseline PASI assessment provided with the first authority
application for a biological medicine. However, prescribers may provide new baseline PASI assessments any time that an
initial or change or recommencement treatment application is provided within a treatment cycle and this revised baseline
PASI score will be used to assess the patient's response to the PBS-subsidised treatment. Where a patient is changing
from treatment with etanercept to ustekinumab the prescriber must provide a baseline PASI measurement, as well as a
PASI score demonstrating a response to treatment.

To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.

(6A) Recommencement of treatment after a break of less than 5 years in PBS-subsidised therapy (all drugs except
etanercept).

A patient who wishes to resume treatment following a break in PBS-subsidised therapy of less than 5 years must resume
under the 'Initial 2' treatment phase. The most recent PASI assessment demonstrating disease flare must be no more than
4 weeks old at the time of application.

(6B) Re-treatment (etanercept only)

A patient may be re-treated, in certain circumstances, with etanercept after completing a 24-week treatment course under
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the 'Initial 4' treatment phase.

(7) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to undertake a new treatment cycle following a break in PBS-subsidised biological therapy of at least
5 years, must qualify under an 'Initial 3' treatment phase.

Note The 28-weeks of treatment provided by this listing is intended to cover doses occurring at week 0, week 4 and week 16.

Based on body weight, request an amount of biological medicine sufficient to cover a dose occurring at these timepoints.
The original prescription is intended to cover a dose at week 0 and the 2 repeat prescriptions available are intended to
cover doses at week 4 and week 16.

The dose due at week 28 is obtained with the first prescription obtained under the 'Continuing treatment' phase. Remind the
patient to return for clinical review at approximately week 24 of treatment to enable ample time to obtain the authority
application enabling dosing from week 28 and onwards.

Document the patient's baseline disease severity indices scores in their medical record, in addition to providing them in this
authority application, to ensure:

(i) the patient's response to treatment can be quantified; and

(i) in the case of the patient switching therapy for this condition, the baseline scores for the initial application will be
available.

Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Whole body) - biological medicine-naive patient
Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

¢ Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,
AND

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

o Patient must have lesions present for at least 6 months from the time of initial diagnosis, AND

o Patient must have failed to achieve an adequate response to at least 2 of the following 3 treatments: (i) phototherapy
(UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg or 10 mg per

square metre weekly (whichever is lowest) for at least 6 weeks; (iii) acitretin at a dose of at least 0.4 mg per kg per day
for at least 6 weeks, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved
Product Information, or where phototherapy was contraindicated, details must be provided at the time of application.

Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of
a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be provided at the time
of application.

Details of the accepted toxicities including severity can be found on the Services Australia website.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) A Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably when the patient was on
treatment, but no longer than 4 weeks following cessation of the last pre-requisite therapy.

A PASI assessment must have been completed for each pre-requisite treatment trialled, preferably when the patient was on
treatment, but no longer than 4 weeks following cessation of that pre-requisite treatment. Provide in this authority
application, and document in the patient's medical records, each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;

(i) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);
(iii) the PASI score that followed each prior therapy trialled;

(iv) the date the PASI scores were determined.

Provide a baseline PASI score to be referenced in any future authority applications that continue treatment. This PASI score
may be any of: (i) a current PASI score, (ii) a PASI score present prior to, or, after a pre-requisite non-biological medicine.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
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Authority required
Severe chronic plaque psoriasis
Treatment Phase: Initial 2 treatment (Whole body) - Change of treatment, or, recommencement of treatment after a break in
biological medicine of less than 5 years
Treatment criteria:
e Must be treated by a dermatologist.
Clinical criteria:
o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment
cycle, AND
e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND
¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND
e The treatment must be as systemic monotherapy; OR
e The treatment must be in combination with methotrexate, AND
e Patient must not receive more than 28 weeks of treatment under this restriction.
Population criteria:
o Patient must be under 18 years of age.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
Where the patient is changing from treatment with etanercept a baseline PASI measurement must be provided with this
authority application.
Response to preceding supply:
An adequate response to treatment is defined as:
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when
compared with the baseline value for this treatment cycle.
Change in therapy:
If the patient is changing therapy, in relation to the biological medicine that the patient is changing from, state whether the
patient is changing therapy because:
(i) there is an absence of an adequate response to that treatment; or
(i) there was an intolerance to that treatment; or
(iii) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned
above
Recommencing therapy:
If the patient is recommencing therapy, in relation to the last administered dose, state whether there was:
(i) an absence of an adequate response; or
(i) an intolerance to that treatment; or
(iif) an adequate response, but a break in therapy was necessary for reasons other than the 2 mentioned above.
The assessment of response to treatment and the reason for changing therapy must be provided in this application and
documented in the patient's medical records.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 3 treatment (Whole body, or, face/hand/foot) - Recommencement of treatment after a break in

biological medicine of more than 5 years

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition for at least 5 years,
if they have previously received PBS-subsidised treatment with a biological medicine for this condition and wish to
commence a new treatment cycle, AND

e The condition must be affecting the whole body - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'whole body'; OR

e The condition must be limited to the face/hand/foot - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'face, hand, foot', AND

o Patient must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15; OR
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e The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot
where: (i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and
scaling are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or
sole of a foot, AND

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

The most recent PASI assessment must be no more than 4 weeks old at the time of application and must be documented in

the patient's medical records.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Balance of supply - Initial 1, 2 or 3 treatment (Whole body, or, face/hand/foot)

Treatment criteria:

e Must be treated by a dermatologist, AND

e Patient must be undergoing current PBS-subsidised treatment with this biological medicine, but has received insufficient
therapy with this biological medicine to complete 3 doses available under any of the initial treatment phases (regardless
of the affected body area): (i) Initial 1, (i) Initial 2, (iii) Initial 3.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

e The treatment must provide no more than the balance of 3 doses available under any of the initial treatment phases.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Face, hand, foot) - biological medicine-naive patient

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,
AND

e The treatment must be as systemic monotherapy; OR

¢ The treatment must be in combination with methotrexate, AND

o Patient must have the plaque or plaques of the face, or palm of hand or sole of foot present for at least 6 months from the
time of initial diagnosis, AND

o Patient must have failed to achieve an adequate response to at least 2 of the following 3 treatments: (i) phototherapy
(UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg or 10 mg per

square metre weekly (whichever is lowest) for at least 6 weeks; (iii) acitretin at a dose of at least 0.4 mg per kg per day
for at least 6 weeks, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.
Population criteria:

o Patient must be under 18 years of age.
Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved
Product Information, or where phototherapy was contraindicated, details must be provided at the time of application.

Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of
a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be provided at the time
of application.

Details of the accepted toxicities including severity can be found on the Services Australia website.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling
being rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 1 month following
cessation of the last pre-requisite therapy; or

(b) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on
treatment, but no longer than 1 month following cessation of the last pre-requisite therapy

Provide in this authority application, and document in the patient's medical records, each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;

(i) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);

(iii) whether failure type (a) or (b) as described above occurred for each prior therapy trialled;

(iv) the dates that response assessments were determined.

Provide in this authority application at least one of the following to act as a baseline measurement and be referenced in any
future authority applications that continue treatment:

(v) for each of erythema, thickness and scaling, which of these are rated as severe or very severe (at least 2 must be rated
as severe/very severe);

(vi) the percentage area of skin (combined area of face, hands and feet) affected by this condition (must be at least 30%)
prior to treatment with biological medicine.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe chronic plaque psoriasis

Treatment Phase: Initial 2 treatment (Face, hand, foot) - Change or recommencement of treatment after a break in biological

medicine of less than 5 years

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment
cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

o Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

Where the patient is changing from treatment with etanercept a baseline PASI measurement must be provided with this

authority application.

Response to preceding supply:
An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when
compared with the baseline value for this treatment cycle.

Change in therapy:

If the patient is changing therapy, in relation to the biological medicine that the patient is changing from, state whether the
patient is changing therapy because:

(i) there is an absence of an adequate response to that treatment; or
(i) there was an intolerance to that treatment; or

(iii) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned
above

Recommencing therapy:
If the patient is recommencing therapy, in relation to the last administered dose, state whether there was:
(i) an absence of an adequate response; or
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(i) an intolerance to that treatment; or
(iii) an adequate response, but a break in therapy was necessary for reasons other than the 2 mentioned above.
The assessment of response to treatment and the reason for changing therapy must be provided in this application and
documented in the patient's medical records.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial
12669T Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 2 . 394414 30.00 Stelara [JC]

= VARENICLINE
Note Pharmaceutical Benefits that have the brand APO-varenicline (Canada) may be substituted for Pharmaceutical Benefits that
have the brands Champix, VARENAPIX or PHARMACOR VARENICLINE in the case of a shortage.
Note A course of treatment with this drug is 12 weeks or up to 24 weeks, if initial treatment of 12 weeks has been successful.

Note A patient may only qualify for PBS-subsidised treatment under this treatment phase restriction once during a short-term
course of treatment.

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

6885
Nicotine dependence

Treatment Phase: Completion of a short-term (24 weeks) course of treatment
Clinical criteria:

e The treatment must be as an aid to achieving abstinence from smoking, AND

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

¢ Patient must have previously received PBS-subsidised treatment with this drug during this current course of treatment,
AND

o Patient must have ceased smoking in the process of completing an initial 12-weeks or ceased smoking following an initial
12-weeks of PBS-subsidised treatment with this drug in the current course of treatment.
Treatment criteria:

o Patient must be undergoing concurrent counselling for smoking cessation through a comprehensive support and
counselling program.

varenicline 1 mg tablet, 56
12978C Max.Qty Packs No.ofRpts Premium$ DPMQ$ MRVSN$  Brand Name and Manufacturer

@ 1 2 . 101.60 30.00 2 APO-Varenicline (Canada)
[XT]
varenicline 1 mg tablet, 56
5469W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 1 2 . 78.47 30.00 @ Champix [PF] 2 PHARMACOR VARENICLINE
[CR]

® VARENAPIX [TX]

= VARENICLINE
Note Pharmaceutical Benefits that have the brand APO-varenicline (Canada) may be substituted for Pharmaceutical Benefits that
have the brands Champix, VARENAPIX or PHARMACOR VARENICLINE in the case of a shortage.
Note A course of treatment with this drug is 12 weeks or up to 24 weeks, if initial treatment of 12 weeks has been successful.

Note A patient may only qualify for PBS-subsidised treatment under this treatment phase restriction once during a short-term
course of treatment.

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Authority required (STREAMLINED)

7483
Nicotine dependence

Treatment Phase: Continuation of a short-term (12 weeks or 24 weeks) course of treatment
Clinical criteria:

e The treatment must be as an aid to achieving abstinence from smoking, AND

e The treatment must be the sole PBS-subsidised therapy for this condition, AND
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¢ Patient must have previously received treatment with this drug during this current course of treatment.
Treatment criteria:

¢ Patient must be undergoing concurrent counselling for smoking cessation through a comprehensive support and
counselling program.
varenicline 1 mg tablet, 56
12947K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

@ 2 . . *194.07 30.00 @ APO-Varenicline (Canada)
[XT]
varenicline 1 mg tablet, 56
9129L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
@ 2 . . *145.49 30.00 @ Champix [PF] 2 PHARMACOR VARENICLINE
[CR]

® VARENAPIX [TX]
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Highly Specialised Drugs Program
(Private Hospital)

» ABATACEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
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Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS
Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum number of repeats may be authorised.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

Authority required (STREAMLINED)

14555

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

o Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

If the requirement for concomitant treatment with methotrexate cannot be met because of a contraindication and/or severe
intolerance, details must be documented in the patient's medical records.

abatacept 250 mg injection, 1 vial
13705H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

3 5 . *827.07 Orencia [BQ]

= ABATACEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment'’ listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
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insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

o Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
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(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of authority application, medical practitioners should request the appropriate number of vials to provide sufficient
drug, based on the weight of the patient, for a single infusion.

Up to a maximum of 4 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

o Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
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(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of authority application, medical practitioners should request the appropriate number of vials to provide sufficient
drug, based on the weight of the patient, for a single infusion.

Up to a maximum of 4 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
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Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

e Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or
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(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:
e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

abatacept 250 mg injection, 1 vial
9621J Max.QtyPacks No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 281.27 Orencia [BQ]

* INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
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initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS
Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum number of repeats may be authorised.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

184 Schedule of Pharmaceutical Benefits — November 2023



Authority required (STREAMLINED)

14585

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition; OR

¢ Patient must have received this drug in the subcutaneous form as their most recent course of PBS-subsidised biological
medicine for this condition under the infliximab subcutaneous form continuing restriction, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
The date of the most recent treatment course, methotrexate dose, joint count and CRP and/or ESR must be documented in
the patient's medical records. These values will be used for patients who transition to subcutaneous form of infliximab.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
If the requirement for concomitant treatment with methotrexate cannot be met because of a contraindication and/or severe
intolerance, details must be documented in the patient's medical records.

infliximab 100 mg injection, 1 vial

13700C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

3 2 . *799.35 2 Inflectra [PF] 2 Renflexis [0Q]

* INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
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between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS

Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum number of repeats may be authorised.
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Authority required (STREAMLINED)

14505
Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment
Treatment criteria:
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¢ Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR
¢ Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine; OR
o Patient must have received this drug in the subcutaneous form as their most recent course of PBS-subsidised biological
medicine for this condition under the infliximab subcutaneous form continuing restriction, AND
o Patient must have demonstrated an adequate response to treatment with this drug, AND
o Patient must not receive more than 24 weeks of treatment under this restriction, AND
e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.
Population criteria:
¢ Patient must be at least 18 years of age.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The date of the most recent treatment course, methotrexate dose, joint count and CRP and/or ESR must be documented in
the patient's medical records. These values will be used for patients who transition to subcutaneous form of infliximab.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
If the requirement for concomitant treatment with methotrexate cannot be met because of a contraindication and/or severe
intolerance, details must be documented in the patient's medical records.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
infliximab 100 mg injection, 1 vial
11483J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
3 2 . *799.35 2 Inflectra [PF] 2 Remicade [JC]
@ Renflexis [0OQ]

* INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
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The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients.
Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected

to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
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¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

¢ Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details of the contraindications/severe intolerances, AND

e Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, details of the contraindication or intolerance including severity to methotrexate must be provided at the time of
application and documented in the patient's medical records. The maximum tolerated dose of methotrexate must be
provided at the time of the application, if applicable, and documented in the patient's medical records.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
at the time of application and documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to prior treatment must be documented in the patient's medical records.

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied
must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or
equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is
an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the active joint count, ESR and/or CRP result and date of results;

(b) details of prior treatment, including dose and date/duration of treatment.

(c) If applicable, details of any contraindications/intolerances.

(d) If applicable, the maximum tolerated dose of methotrexate.

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

o Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

¢ Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records.

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing

therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a

response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide

sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy

treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate

biological medicine.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
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Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

¢ Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or

equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is

an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide

sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the active joint count, ESR and/or CRP result and date of result;

(b) the most recent biological agent and the date of the last continuing prescription.

(c) If applicable, the new baseline scores.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 22 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 22
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 22 weeks treatment, AND

e The treatment must provide no more than the balance of up to 22 weeks treatment available under the above restrictions.

infliximab 100 mg injection, 1 vial
13724H Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 . . 272.03 2 Inflectra [PF] 2 Renflexis [0Q]
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* INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
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To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

o Patient must not receive more than 22 weeks of treatment under this restriction, AND

¢ The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
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If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
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An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.
Up to a maximum of 3 repeats will be authorised.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

o Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
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of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 22 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 22
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 22 weeks treatment, AND

e The treatment must provide no more than the balance of up to 22 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition; OR

¢ Patient must have received this drug in the subcutaneous form as their most recent course of PBS-subsidised biological
medicine for this condition under the infliximab subcutaneous form continuing restriction, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
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AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 2 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:
e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

infliximab 100 mg injection, 1 vial
6397Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 . . 272.03 2 Inflectra [PF] 2 Remicade [JC]
@ Renflexis [0Q]

* RAVULIZUMAB

Note WARNING: Ravulizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
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Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - Initial 1 (new patient) induction dose

Clinical criteria:

e Patient must not have received prior treatment with this drug for this condition, AND

e Patient must have a diagnosis of PNH established by flow cytometry, AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10%, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy; OR

e Patient must have been transfused with at least 4 units of red blood cells in the last 12 months; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded; OR

e Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded; OR

e Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

¢ Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(i) Platelets (x10%L)

(i) White Cell Count (x10%/L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x10°/L)

(

(

(

vi) Granulocyte clone size (%)

vii) Lactate Dehydrogenase (LDH)

viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place) must be at least 1.5

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - Initial 2 (switch from LSDP eculizumab) induction dose

Clinical criteria:

o Patient must have previously received eculizumab for the treatment of this condition funded under the Australian
Government's Life Saving Drugs Program (LSDP), AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to LSDP-funded treatment with eculizumab,
AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to LSDP-funded treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to LSDP-funded
treatment with eculizumab, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to LSDP-funded
treatment with eculizumab; OR

¢ Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to LSDP-funded
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to LSDP-funded
treatment with eculizumab; OR
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¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to LSDP-
funded treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class lll) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to LSDP-funded treatment with eculizumab; OR

e Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to LSDP-funded treatment with eculizumab; OR

o Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to LSDP-funded treatment with eculizumab, AND

¢ The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH)

(viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place) must be at least 1.5

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Return from PBS-subsidised eculizumab - induction dose

Clinical criteria:

e Patient must have received prior PBS-subsidised treatment with this drug for this condition, AND

o Patient must have received prior PBS-subsidised treatment with eculizumab through the 'Initial treatment - Initial 2
(switching from PBS-subsidised ravulizumab for pregnancy)' criteria, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

Patient may qualify under this treatment phase more than once for the purposes of family planning. Where long-term

continuing PBS-subsidised treatment with this drug is planned, a 'Returning’ patient may proceed under the 'Subsequent

Continuing Treatment' criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Return from PBS-subsidised pegcetacoplan - induction doses

Clinical criteria:

¢ Patient must have received PBS-subsidised treatment with at least one Complement 5 (C5) inhibitor for this condition,
AND

o Patient must have received PBS-subsidised treatment with pegcetacoplan for this condition, AND

o Patient must have developed resistance or intolerance to pegcetacoplan, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and
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(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
For continuing PBS-subsidised treatment with this drug, a 'Returning' patient must proceed under the 'Subsequent
Continuing Treatment' criteria.

ravulizumab 1.1 g/11 mL injection, 11 mL vial

12901B Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 24153.48  Ultomiris [XI]

ravulizumab 300 mg/3 mL injection, 3 mL vial
12841W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 6622.49 Ultomiris [XI]

* RAVULIZUMAB

Note WARNING: Ravulizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.
Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Grandfather (transition from non-PBS-subsidised treatment)

Clinical criteria:

o Patient must have received non-PBS-subsidised treatment with this drug for this condition prior to 1 March 2022, AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with ravulizumab,
AND

¢ Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
ravulizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with ravulizumab, AND

¢ Patient must have demonstrated clinical improvement or stabilisation of condition, the details of which must be kept with
the patient's record, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with ravulizumab; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with ravulizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with ravulizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with ravulizumab; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with ravulizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with ravulizumab; OR

¢ Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with ravulizumab, AND

¢ The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).
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At the time of the authority application, medical practitioners should request the appropriate number of vials for a
maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be
requested.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be
provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x108/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH)

(viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory
(ix) the LDH:ULN ratio (in figures, rounded to one decimal place) must be at least 1.5

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.
Note This grandfather restriction will cease to operate from 5 years after the date specified in the clinical criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: First Continuing Treatment

Clinical criteria:

o Patient must have received PBS-subsidised treatment with this drug for this condition under the 'Initial' or 'Grandfather'
treatment restriction, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a
maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be
requested.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be
provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(iii) White Cell Count (x109/L)
(iv) Reticulocytes (x10%/L)
(v) Neutrophils (x109%/L)
(
(
(

vi) Granulocyte clone size (%)

vii) Lactate Dehydrogenase (LDH)

viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place)

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Subsequent Continuing Treatment

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition under the 'First
Continuing Treatment' or 'Return’ criteria, AND

e Patient must have experienced clinical improvement as a result of treatment with this drug; OR

o Patient must have experienced a stabilisation of the condition as a result of treatment with this drug, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

¢ Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a

maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be

requested.
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ravulizumab 1.1 g/11 mL injection, 11 mL vial
12897T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 24153.48  Ultomiris [XI]

ravulizumab 300 mg/3 mL injection, 3 mL vial
12895Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 6622.49 Ultomiris [XI]

* TEDUGLUTIDE

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Type Il Short bowel syndrome with intestinal failure

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a gastroenterologist; OR

o Must be treated by a specialist within a multidisciplinary intestinal rehabilitation unit.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised initial treatment with this drug for this condition, AND

¢ Patient must have a reduction in parenteral support frequency of at least one day per week compared to the mean
number of days per week at baseline; OR

o Patient must have, as a patient yet to turn 18 years of age, a reduction in the mean weekly parenteral support volume of
at least 20% (mL per kg of body weight) relative to baseline; OR

e The treatment must be resuming after a break in therapy, but before the break in therapy occurred, a reduction in
parenteral support relative to baseline had been occurring to an extent as stated as above.

Refer to the measurement(s) stated in the Initial treatment authority application for the baseline dependence on parenteral

support. Determine the current mean use per week of parental support in days (for a patient of any age) and/or the mean

volume per week in mL per kg (for a patient yet to turn 18 years of age). State these values in this authority application.

The current mean number of days of parenteral support is calculated as the mean number of days in which any parenteral

support is required (parenteral nutrition with or without 1V fluids) per week to meet caloric, fluid or electrolyte needs over a 4

week timeframe that best represents the average of the preceding treatment period.

The current mean weekly parenteral support volume is calculated as the mean mL per kg of body weight of parenteral

support (parenteral nutrition with or without 1V fluids) per week to meet caloric, fluid or electrolyte needs over a 4 week

timeframe that best represents the average of the preceding treatment period.

From 1 September 2021

Where the mean weekly volume of parenteral support in terms of mL per kg of body weight for 4 consecutive weeks has not

been stated in an Initial treatment authority application for a patient yet to turn 18 years of age, provide in this authority

application both:

(i) a known or estimated retrospective baseline value that would have applied to the patient immediately before commencing

treatment with this drug, and

(ii) the current value (observed over a 4 week timeframe)

Provide these values for a child only where mean weekly volume is to be used as an alternative response assessment to

mean days of parenteral support per week. Otherwise, continue to use mean days per week.

Where treatment is resuming after a break in treatment with this drug, state parenteral support days/volume values as

occurring prior to the break instead of current values.

A patient who has turned 18 years of age since their last authority application may be assessed for response using either

the mean number of days of parenteral support or mean volume of parenteral support. Any subsequent authority application

after this application must be assessed using the mean number of days of parenteral support.

Patients who do not meet the clinical criteria with respect to demonstrating the minimum reduction in parenteral support

must permanently discontinue PBS subsidy.

The authority application must be made in writing and must include:

(a) a completed authority prescription form(s); and

(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
11806J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 21888.37  Revestive [TK]
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* TEDUGLUTIDE

Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required
Type Il Short bowel syndrome with intestinal failure
Treatment Phase: Initial treatment
Treatment criteria:
¢ Must be treated by a gastroenterologist; OR
o Must be treated by a specialist within a multidisciplinary intestinal rehabilitation unit.
Clinical criteria:
o Patient must have short bowel syndrome with intestinal failure following major surgery, AND
¢ Patient must have a history of dependence on parenteral support for at least 12 months, AND
¢ Patient must have received a stable parenteral support regimen for at least 3 days per week in the previous 4 weeks,
AND
¢ Patient must not have active gastrointestinal malignancy or history of gastrointestinal malignancy within the last 5 years,
AND
e The treatment must not exceed 12 months under this restriction, AND
¢ Patient must not have previously received PBS-subsidised treatment with this drug for this condition.
Provide a baseline value in this authority application of the amount of parenteral support per week, expressed as either:
(i) for a patient of any age, the mean number of days of parenteral support per week
(ii) for a patient yet to turn 18 years of age, the mean volume of parenteral support per week in mL per kg.
Determine the mean over any given 4 week period prior to this authority application. For a patient yet to turn 18 years of
age, both (i) and (ii) may be supplied, but provide at least (i).
Assessment of treatment response/non-response in the 'Continuing treatment' authority application will be compared against
the baseline value(s) submitted in this application.
A stable parenteral support regimen is defined as a minimum of 3 days of parenteral support (parenteral nutrition with or
without IV fluids) per week for 4 consecutive weeks to meet caloric, fluid or electrolyte needs.
The authority application must be made in writing and must include:
(a) a completed authority prescription form(s); and
(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
11795T Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 11 . 21888.37  Revestive [TK]

* TOCILIZUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
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different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS

Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14485

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment
Treatment criteria:
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¢ Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

¢ Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

¢ Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority approval is required for each strength requested.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

tocilizumab 200 mg/10 mL injection, 10 mL vial
13716X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 220.25 Actemra [RO]

tocilizumab 400 mg/20 mL injection, 20 mL vial
13731Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 429.98 Actemra [RO]

tocilizumab 80 mg/4 mL injection, 4 mL vial
13696W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *179.33 Actemra [RO]

= TOCILIZUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
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is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
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which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR
o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR
¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR
¢ Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND
e Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.
The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either
(a) a total active joint count of at least 20 active (swollen and tender) joints; or
(b) at least 4 active joints from the following list of major joints:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.
Up to a maximum of 3 repeats will be authorised.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
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Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of
less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR
o Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this
restriction using existing baseline scores.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.
Up to a maximum of 3 repeats will be authorised.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
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Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND
e Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.
Up to a maximum of 3 repeats will be authorised.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required
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Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more
than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this

condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.
An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.

Up to a maximum of 5 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
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Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:
e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
¢ Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

tocilizumab 200 mg/10 mL injection, 10 mL vial
9672C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 220.25 Actemra [RO]

tocilizumab 400 mg/20 mL injection, 20 mL vial
9673D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 429.98 Actemra [RO]

tocilizumab 80 mg/4 mL injection, 4 mL vial
9671B Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 94.56 Actemra [RO]
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Highly Specialised Drugs Program
(Public Hospital)

» ABATACEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine’'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
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Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS
Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum number of repeats may be authorised.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

Authority required (STREAMLINED)

14604

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

o Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

If the requirement for concomitant treatment with methotrexate cannot be met because of a contraindication and/or severe
intolerance, details must be documented in the patient's medical records.

abatacept 250 mg injection, 1 vial
13725J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

3 5 . *787.20 Orencia [BQ]

= ABATACEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct 'Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment’ phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
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insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

o Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
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(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of authority application, medical practitioners should request the appropriate number of vials to provide sufficient
drug, based on the weight of the patient, for a single infusion.

Up to a maximum of 4 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

e Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

o Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
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(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of authority application, medical practitioners should request the appropriate number of vials to provide sufficient
drug, based on the weight of the patient, for a single infusion.

Up to a maximum of 4 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

o Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Maijor joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
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Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

e Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or
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(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:
e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

abatacept 250 mg injection, 1 vial
56058 Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 262.40 Orencia [BQ]

* INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
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initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS
Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum number of repeats may be authorised.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.
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Authority required (STREAMLINED)

14638

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition; OR

¢ Patient must have received this drug in the subcutaneous form as their most recent course of PBS-subsidised biological
medicine for this condition under the infliximab subcutaneous form continuing restriction, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
The date of the most recent treatment course, methotrexate dose, joint count and CRP and/or ESR must be documented in
the patient's medical records. These values will be used for patients who transition to subcutaneous form of infliximab.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
If the requirement for concomitant treatment with methotrexate cannot be met because of a contraindication and/or severe
intolerance, details must be documented in the patient's medical records.

infliximab 100 mg injection, 1 vial

13734W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

3 2 . *760.56 2 Inflectra [PF] 2 Renflexis [0Q]

* INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
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between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS

Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum number of repeats may be authorised.
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Authority required (STREAMLINED)

14504
Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment
Treatment criteria:

222

Schedule of Pharmaceutical Benefits — November 2023



e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR
¢ Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine; OR
o Patient must have received this drug in the subcutaneous form as their most recent course of PBS-subsidised biological
medicine for this condition under the infliximab subcutaneous form continuing restriction, AND
o Patient must have demonstrated an adequate response to treatment with this drug, AND
o Patient must not receive more than 24 weeks of treatment under this restriction, AND
e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.
Population criteria:
o Patient must be at least 18 years of age.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The date of the most recent treatment course, methotrexate dose, joint count and CRP and/or ESR must be documented in
the patient's medical records. These values will be used for patients who transition to subcutaneous form of infliximab.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
If the requirement for concomitant treatment with methotrexate cannot be met because of a contraindication and/or severe
intolerance, details must be documented in the patient's medical records.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
infliximab 100 mg injection, 1 vial
11490R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
3 2 . *760.56 2 Inflectra [PF] 2 Remicade [JC]
@ Renflexis [0OQ]

* INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(ii) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
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The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients.
Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected

to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
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¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

¢ Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details of the contraindications/severe intolerances, AND

e Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, details of the contraindication or intolerance including severity to methotrexate must be provided at the time of
application and documented in the patient's medical records. The maximum tolerated dose of methotrexate must be
provided at the time of the application, if applicable, and documented in the patient's medical records.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
at the time of application and documented in the patient's medical records.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to prior treatment must be documented in the patient's medical records.

The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD ftrial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied
must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or
equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is
an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

The following information must be provided by the prescriber at the time of application and documented in the patient's
medical records:

(a) the active joint count, ESR and/or CRP result and date of results;

(b) details of prior treatment, including dose and date/duration of treatment.

(c) If applicable, details of any contraindications/intolerances.

(d) If applicable, the maximum tolerated dose of methotrexate.

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Highly Specialised Drugs Program (Public Hospital) 225



If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

¢ Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

o Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

¢ Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records.

An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing

therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a

response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide

sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy

treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate

biological medicine.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
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Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

¢ Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the reasons why this criterion cannot be satisfied

must be documented in the patient's medical records. Treatment with prednisolone dosed at 7.5 mg or higher daily (or

equivalent) or a parenteral steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is

an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide

sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

The following information must be provided by the prescriber at the time of application and documented in the patient's

medical records:

(a) the active joint count, ESR and/or CRP result and date of result;

(b) the most recent biological agent and the date of the last continuing prescription.

(c) If applicable, the new baseline scores.

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive

further PBS-subsidised treatment with this drug for this condition.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 22 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 22
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 22 weeks treatment, AND

e The treatment must provide no more than the balance of up to 22 weeks treatment available under the above restrictions.

infliximab 100 mg injection, 1 vial
13723G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 . . 253.52 2 Inflectra [PF] 2 Renflexis [0Q]
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* INFLIXIMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.

Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.

Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.

Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.

A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.

(1) Selecting the correct "Treatment phase' listing to apply under

Initiating subsidy:

(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.
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To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients.

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

o Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

o Patient must not receive more than 22 weeks of treatment under this restriction, AND

¢ The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
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If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

o Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
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An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.
Up to a maximum of 3 repeats will be authorised.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

o Patient must not receive more than 22 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

e Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
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of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 3 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological

medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 22 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 22
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 22 weeks treatment, AND

e The treatment must provide no more than the balance of up to 22 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition; OR

¢ Patient must have received this drug in the subcutaneous form as their most recent course of PBS-subsidised biological
medicine for this condition under the infliximab subcutaneous form continuing restriction, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
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AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials to provide
sufficient drug, based on the weight of the patient, for a single infusion at a dose of 3 mg per kg.

Up to a maximum of 2 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:
e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

infliximab 100 mg injection, 1 vial
5757B Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 . . 253.52 2 Inflectra [PF] 2 Remicade [JC]
@ Renflexis [0Q]

* RAVULIZUMAB

Note WARNING: Ravulizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia

Highly Specialised Drugs Program (Public Hospital) 233



Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - Initial 1 (new patient) induction dose

Clinical criteria:

e Patient must not have received prior treatment with this drug for this condition, AND

e Patient must have a diagnosis of PNH established by flow cytometry, AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10%, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy; OR

e Patient must have been transfused with at least 4 units of red blood cells in the last 12 months; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded; OR

e Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(i) Platelets (x10%L)

(i) White Cell Count (x10%/L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x10°/L)

(

(

(

vi) Granulocyte clone size (%)

vii) Lactate Dehydrogenase (LDH)

viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place) must be at least 1.5

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - Initial 2 (switch from LSDP eculizumab) induction dose

Clinical criteria:

o Patient must have previously received eculizumab for the treatment of this condition funded under the Australian
Government's Life Saving Drugs Program (LSDP), AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to LSDP-funded treatment with eculizumab,
AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to LSDP-funded treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to LSDP-funded
treatment with eculizumab, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to LSDP-funded
treatment with eculizumab; OR

¢ Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to LSDP-funded
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to LSDP-funded
treatment with eculizumab; OR
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¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to LSDP-
funded treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class lll) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to LSDP-funded treatment with eculizumab; OR

e Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to LSDP-funded treatment with eculizumab; OR

o Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to LSDP-funded treatment with eculizumab, AND

¢ The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH)

(viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place) must be at least 1.5

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Return from PBS-subsidised eculizumab - induction dose

Clinical criteria:

e Patient must have received prior PBS-subsidised treatment with this drug for this condition, AND

o Patient must have received prior PBS-subsidised treatment with eculizumab through the 'Initial treatment - Initial 2
(switching from PBS-subsidised ravulizumab for pregnancy)' criteria, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

Patient may qualify under this treatment phase more than once for the purposes of family planning. Where long-term

continuing PBS-subsidised treatment with this drug is planned, a 'Returning’ patient may proceed under the 'Subsequent

Continuing Treatment' criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Return from PBS-subsidised pegcetacoplan - induction doses

Clinical criteria:

¢ Patient must have received PBS-subsidised treatment with at least one Complement 5 (C5) inhibitor for this condition,
AND

o Patient must have received PBS-subsidised treatment with pegcetacoplan for this condition, AND

o Patient must have developed resistance or intolerance to pegcetacoplan, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

Highly Specialised Drugs Program (Public Hospital) 235



(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
For continuing PBS-subsidised treatment with this drug, a 'Returning' patient must proceed under the 'Subsequent
Continuing Treatment' criteria.

ravulizumab 1.1 g/11 mL injection, 11 mL vial

12856P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 24105.11  Ultomiris [XI]

ravulizumab 300 mg/3 mL injection, 3 mL vial
12898W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 6574.12 Ultomiris [XI]

* RAVULIZUMAB

Note WARNING: Ravulizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.
Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Grandfather (transition from non-PBS-subsidised treatment)

Clinical criteria:

e Patient must have received non-PBS-subsidised treatment with this drug for this condition prior to 1 March 2022, AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with ravulizumab,
AND

¢ Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
ravulizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with ravulizumab, AND

o Patient must have demonstrated clinical improvement or stabilisation of condition, the details of which must be kept with
the patient's record, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with ravulizumab; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with ravulizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with ravulizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with ravulizumab; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with ravulizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with ravulizumab; OR

¢ Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with ravulizumab, AND

¢ The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).
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At the time of the authority application, medical practitioners should request the appropriate number of vials for a
maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be
requested.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be
provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x108/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH)

(viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory
(ix) the LDH:ULN ratio (in figures, rounded to one decimal place) must be at least 1.5

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.
Note This grandfather restriction will cease to operate from 5 years after the date specified in the clinical criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: First Continuing Treatment

Clinical criteria:

o Patient must have received PBS-subsidised treatment with this drug for this condition under the 'Initial' or 'Grandfather'
treatment restriction, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a
maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be
requested.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be
provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(iii) White Cell Count (x109/L)
(iv) Reticulocytes (x10%/L)
(v) Neutrophils (x109%/L)
(
(
(

vi) Granulocyte clone size (%)

vii) Lactate Dehydrogenase (LDH)

viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place)

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Subsequent Continuing Treatment

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition under the 'First
Continuing Treatment' or 'Return’ criteria, AND

e Patient must have experienced clinical improvement as a result of treatment with this drug; OR

o Patient must have experienced a stabilisation of the condition as a result of treatment with this drug, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

¢ Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials for a

maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be

requested.
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ravulizumab 1.1 g/11 mL injection, 11 mL vial
12883C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 24105.11 Ultomiris [XI]

ravulizumab 300 mg/3 mL injection, 3 mL vial
12884D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 6574.12 Ultomiris [XI]

* TEDUGLUTIDE

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Type Il Short bowel syndrome with intestinal failure

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a gastroenterologist; OR

o Must be treated by a specialist within a multidisciplinary intestinal rehabilitation unit.

Clinical criteria:

¢ Patient must have previously received PBS-subsidised initial treatment with this drug for this condition, AND

¢ Patient must have a reduction in parenteral support frequency of at least one day per week compared to the mean
number of days per week at baseline; OR

o Patient must have, as a patient yet to turn 18 years of age, a reduction in the mean weekly parenteral support volume of
at least 20% (mL per kg of body weight) relative to baseline; OR

e The treatment must be resuming after a break in therapy, but before the break in therapy occurred, a reduction in
parenteral support relative to baseline had been occurring to an extent as stated as above.

Refer to the measurement(s) stated in the Initial treatment authority application for the baseline dependence on parenteral

support. Determine the current mean use per week of parental support in days (for a patient of any age) and/or the mean

volume per week in mL per kg (for a patient yet to turn 18 years of age). State these values in this authority application.

The current mean number of days of parenteral support is calculated as the mean number of days in which any parenteral

support is required (parenteral nutrition with or without 1V fluids) per week to meet caloric, fluid or electrolyte needs over a 4

week timeframe that best represents the average of the preceding treatment period.

The current mean weekly parenteral support volume is calculated as the mean mL per kg of body weight of parenteral

support (parenteral nutrition with or without 1V fluids) per week to meet caloric, fluid or electrolyte needs over a 4 week

timeframe that best represents the average of the preceding treatment period.

From 1 September 2021

Where the mean weekly volume of parenteral support in terms of mL per kg of body weight for 4 consecutive weeks has not

been stated in an Initial treatment authority application for a patient yet to turn 18 years of age, provide in this authority

application both:

(i) a known or estimated retrospective baseline value that would have applied to the patient immediately before commencing

treatment with this drug, and

(ii) the current value (observed over a 4 week timeframe)

Provide these values for a child only where mean weekly volume is to be used as an alternative response assessment to

mean days of parenteral support per week. Otherwise, continue to use mean days per week.

Where treatment is resuming after a break in treatment with this drug, state parenteral support days/volume values as

occurring prior to the break instead of current values.

A patient who has turned 18 years of age since their last authority application may be assessed for response using either

the mean number of days of parenteral support or mean volume of parenteral support. Any subsequent authority application

after this application must be assessed using the mean number of days of parenteral support.

Patients who do not meet the clinical criteria with respect to demonstrating the minimum reduction in parenteral support

must permanently discontinue PBS subsidy.

The authority application must be made in writing and must include:

(a) a completed authority prescription form(s); and

(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
11794R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 21840.00  Revestive [TK]
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* TEDUGLUTIDE

Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required
Type Il Short bowel syndrome with intestinal failure
Treatment Phase: Initial treatment
Treatment criteria:
¢ Must be treated by a gastroenterologist; OR
o Must be treated by a specialist within a multidisciplinary intestinal rehabilitation unit.
Clinical criteria:
o Patient must have short bowel syndrome with intestinal failure following major surgery, AND
¢ Patient must have a history of dependence on parenteral support for at least 12 months, AND
¢ Patient must have received a stable parenteral support regimen for at least 3 days per week in the previous 4 weeks,
AND
¢ Patient must not have active gastrointestinal malignancy or history of gastrointestinal malignancy within the last 5 years,
AND
e The treatment must not exceed 12 months under this restriction, AND
¢ Patient must not have previously received PBS-subsidised treatment with this drug for this condition.
Provide a baseline value in this authority application of the amount of parenteral support per week, expressed as either:
(i) for a patient of any age, the mean number of days of parenteral support per week
(ii) for a patient yet to turn 18 years of age, the mean volume of parenteral support per week in mL per kg.
Determine the mean over any given 4 week period prior to this authority application. For a patient yet to turn 18 years of
age, both (i) and (ii) may be supplied, but provide at least (i).
Assessment of treatment response/non-response in the 'Continuing treatment' authority application will be compared against
the baseline value(s) submitted in this application.
A stable parenteral support regimen is defined as a minimum of 3 days of parenteral support (parenteral nutrition with or
without IV fluids) per week for 4 consecutive weeks to meet caloric, fluid or electrolyte needs.
The authority application must be made in writing and must include:
(a) a completed authority prescription form(s); and
(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
11793Q Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 11 . 21840.00 Revestive [TK]

* TOCILIZUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct "Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment’ where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment’ where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
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different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS

Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

14621

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment
Treatment criteria:
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¢ Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

¢ Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

¢ Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4
weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority approval is required for each strength requested.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

tocilizumab 200 mg/10 mL injection, 10 mL vial
13684F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 203.73 Actemra [RO]

tocilizumab 400 mg/20 mL injection, 20 mL vial
13715W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 405.39 Actemra [RO]

tocilizumab 80 mg/4 mL injection, 4 mL vial
13690M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *164.38 Actemra [RO]

= TOCILIZUMAB

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
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is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.

Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.

(iii) Apply through 'Initial 3 treatment' where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.

Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.

Continuing subsidy:

Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.

The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.

Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.

Balance of Supply listings:

Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDs)
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which must include at least 3 months continuous treatment with at least 2 DMARDSs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR
e Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR
¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (iii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR
¢ Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND
e Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
e Patient must be at least 18 years of age.
If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.
The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.
The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in
all patients at the time of the initial application:
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level
greater than 15 mg per L; AND either
(a) a total active joint count of at least 20 active (swollen and tender) joints; or
(b) at least 4 active joints from the following list of major joints:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.
Up to a maximum of 3 repeats will be authorised.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
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Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of
less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR
o Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

o Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.
Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic
juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this
restriction using existing baseline scores.
An adequate response to treatment is defined as:
an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.
Up to a maximum of 3 repeats will be authorised.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
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Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than
24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

¢ Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND
o Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
o Patient must be at least 18 years of age.
Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or
hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement
are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.
If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.
Up to a maximum of 3 repeats will be authorised.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required
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Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more
than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this

condition, AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

o Patient must be at least 18 years of age.
An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least
20% from baseline;
AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested.

Up to a maximum of 5 repeats will be authorised.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
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Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:
e Must be treated by a rheumatologist; OR
¢ Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
¢ Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment, AND
e The treatment must provide no more than the balance of up to 24 weeks treatment.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

tocilizumab 200 mg/10 mL injection, 10 mL vial
9658H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 203.73 Actemra [RO]

tocilizumab 400 mg/20 mL injection, 20 mL vial
9659J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 405.39 Actemra [RO]

tocilizumab 80 mg/4 mL injection, 4 mL vial
9657G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 82.19 Actemra [RO]
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Growth Hormone Program

* SOMATROPIN

1
2
3
h

Authority required

Severe growth hormone deficiency

Treatment Phase: Initial treatment of late onset growth hormone deficiency

Treatment criteria:

e Must be treated by an endocrinologist.

Clinical criteria:

¢ Patient must have onset of growth hormone deficiency secondary to organic hypothalamic or pituitary disease diagnosed
at chronological age of 18 years or older; OR

e Patient must have onset of growth hormone deficiency diagnosed after skeletal maturity (bone age greater than or equal
to 15.5 years in males or 13.5 years in females) and before chronological age of 18 years, AND

e Patient must have a diagnostic insulin tolerance test with maximum serum growth hormone (GH) less than 2.5
micrograms per litre; OR

o Patient must have a diagnostic arginine infusion test with maximum serum GH less than 0.4 micrograms per litre; OR

o Patient must have a diagnostic glucagon provocation test with maximum serum GH less than 3 micrograms per litre.

The authority application must be in writing and must include:

A completed authority prescription form; AND

A completed Severe Growth Hormone Deficiency supporting information form; AND

Results of the growth hormone stimulation testing, including the date of testing, the type of test performed, the peak growth
ormone concentration, and laboratory reference range for age/gender.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe growth hormone deficiency

Treatment Phase: Continuing treatment in a person with a mature skeleton or aged 18 years or older

Treatment criteria:

e Must be treated by an endocrinologist.

Clinical criteria:

o Patient must have previously received PBS-subsidised therapy with this drug for this condition under an initial treatment
restriction applying to a documented childhood onset growth hormone deficiency due to a congenital, genetic or structural
cause in a patient with a mature skeleton; OR

e Patient must have previously received PBS-subsidised therapy with this drug for this condition under an initial treatment
restriction applying to late onset of growth hormone deficiency secondary to organic hypothalamic or pituitary disease in
a patient with chronological age of 18 years or older; OR

o Patient must have previously received PBS-subsidised therapy with this drug for this condition under an initial treatment
restriction applying to late onset of growth hormone deficiency diagnosed after skeletal maturity (bone age greater than
or equal to 15.5 years in males or 13.5 years in females) and before chronological age of 18 years.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required
Severe growth hormone deficiency

Treatment Phase: Initial treatment of childhood onset growth hormone deficiency in a patient who has received PBS-
subsidised treatment as a child
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Treatment criteria:

¢ Must be treated by an endocrinologist.

Clinical criteria:

o Patient must have a documented childhood onset growth hormone deficiency due to a congenital, genetic or structural
cause, AND

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition as a child.

Population criteria:

¢ Patient must have a mature skeleton.

Somatropin is not PBS-subsidised for patients with Prader-Willi syndrome aged 18 years or older without a documented
childhood onset Growth Hormone Deficiency.

The authority application must be in writing and must include:

A completed authority prescription form; AND
A completed Severe Growth Hormone Deficiency supporting information form.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe growth hormone deficiency

Treatment Phase: Initial treatment of childhood onset growth hormone deficiency in a patient who has received non-PBS

subsidised treatment as a child

Treatment criteria:

e Must be treated by an endocrinologist.

Clinical criteria:

¢ Patient must have a documented childhood onset growth hormone deficiency due to a congenital, genetic or structural
cause, AND

o Patient must have previously received non-PBS subsidised treatment with this drug for this condition as a child, AND

e Patient must have current or historical evidence of an insulin tolerance test with maximum serum growth hormone (GH)
less than 2.5 micrograms per litre; OR

o Patient must have current or historical evidence of an arginine infusion test with maximum serum GH less than 0.4
micrograms per litre; OR

e Patient must have current or historical evidence of a glucagon provocation test with maximum serum GH less than 3
micrograms per litre.

Population criteria:

e Patient must have a mature skeleton.

Somatropin is not PBS-subsidised for patients with Prader-Willi syndrome aged 18 years or older without a documented

childhood onset Growth Hormone Deficiency.

The authority application must be in writing and must include:

A completed authority prescription form; AND

1
2
3
h

. A completed Severe Growth Hormone Deficiency supporting information form; AND
. Results of the growth hormone stimulation testing, including the date of testing, the type of test performed, the peak growth
ormone concentration, and laboratory reference range for age/gender.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional

Online Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge
13709M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $

Brand Name and Manufacturer

1 5 . 386.53 30.00

somatropin 6 mg/1.03 mL injection, 1.03 mL cartridge
13712Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $

Saizen [SG]

Brand Name and Manufacturer

1 5 . 197.45 30.00

Saizen [SG]
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