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Summary of Changes

Effective 1 October 2022



Fees, Patient Contributions and
Safety Net Thresholds

The following fees, patient contributions and safety net thresholds apply as at 1 October 2022 and are included, where
applicable, in prices published in the Schedule —

Dispensing Fees: Ready-prepared $7.82
Dangerous drug fee $4.84
Extemporaneously-prepared $9.86
Allowable additional patient charge* $4.54
Additional Fees (for safety net prices): Ready-prepared $1.31
Extemporaneously-prepared $1.68
Patient Co-payments: General $42.50
Concessional $6.80
Safety Net Thresholds: General $1457.10
Concessional $244.80
Safety Net Card Issue Fee: $10.65

* 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.
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Summary of Changes

These changes to the Schedule of Pharmaceutical Benefits are effective from 1 October 2022. The Schedule is updated on the
first day of each month and is available on the internet at www.pbs.gov.au.

Prescriber Bag

Advance Notices
1 November 2022
Deletion — Brand

3496B Asmol 2.5 uni-dose, AF — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
3497C Asmol 5 uni-dose, AF — SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules

General Pharmaceutical Benefits

Additions
Addition — Item

13081L DECITABINE + CEDAZURIDINE, decitabine 35 mg + cedazuridine 100 mg tablet, 5 (Inqovi 35/100)
13087T DECITABINE + CEDAZURIDINE, decitabine 35 mg + cedazuridine 100 mg tablet, 5 (Inqovi 35/100)
13107W DECITABINE + CEDAZURIDINE, decitabine 35 mg + cedazuridine 100 mg tablet, 5 (Inqovi 35/100)
13133F DECITABINE + CEDAZURIDINE, decitabine 35 mg + cedazuridine 100 mg tablet, 5 (Inqovi 35/100)
13118K ENZALUTAMIDE, enzalutamide 40 mg capsule, 112 (Xtandi)

13127X ETHOSUXIMIDE, ethosuximide 250 mg capsule, 56 (Ethosuximide Essential Generics)

13115G FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL pen device (Ajovy)

13129B FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL pen device (Ajovy)

13128Y TENECTEPLASE, tenecteplase 50 mg injection [1 vial] (&) inert substance diluent [10 mL syringe], 1 pack
(TNKase (Canada))

13124R TRIENTINE, trientine dihydrochloride 250 mg capsule, 100 (Trientine Waymade)
Addition — Brand

9022W Fenofibrate Viatris, AL — FENOFIBRATE, fenofibrate 48 mg tablet, 60

9246P Fenofibrate Viatris, AL — FENOFIBRATE, fenofibrate 48 mg tablet, 60

9023X Fenofibrate Viatris, AL — FENOFIBRATE, fenofibrate 145 mg tablet, 30

9247Q Fenofibrate Viatris, AL — FENOFIBRATE, fenofibrate 145 mg tablet, 30

10526B Lavione, AF — LURASIDONE, lurasidone hydrochloride 40 mg tablet, 30

10529E Lavione, AF — LURASIDONE, lurasidone hydrochloride 80 mg tablet, 30

10792B Momasone Alcohol Free, AS —- MOMETASONE, mometasone furoate 0.1% cream, 15 g

10809X Momasone Alcohol Free, AS — MOMETASONE, mometasone furoate 0.1% cream, 15 g

10815F Momasone Alcohol Free, AS —- MOMETASONE, mometasone furoate 0.1% cream, 15 g

10818J Momasone Alcohol Free, AS — MOMETASONE, mometasone furoate 0.1% cream, 15 g

10827W Momasone Alcohol Free, AS — MOMETASONE, mometasone furoate 0.1% cream, 15 g

1913Q Momasone Alcohol Free, AS —- MOMETASONE, mometasone furoate 0.1% cream, 15 g



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

9019Q
2348N
2335X
2355Y
2363J

Moxonidine Viatris, AL — MOXONIDINE, moxonidine 200 microgram tablet, 30
NOUMED PREGABALIN, VO — PREGABALIN, pregabalin 25 mg capsule, 56
NOUMED PREGABALIN, VO — PREGABALIN, pregabalin 75 mg capsule, 56
NOUMED PREGABALIN, VO — PREGABALIN, pregabalin 150 mg capsule, 56
NOUMED PREGABALIN, VO — PREGABALIN, pregabalin 300 mg capsule, 56

Addition — Equivalence Indicator

12603H
12611R
13110B
8527T

Ajovy, TB — FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL syringe
Ajovy, TB — FREMANEZUMAB, fremanezumab 225 mg/1.5 mL injection, 1.5 mL syringe
Copaxone, TB — GLATIRAMER ACETATE, glatiramer acetate 40 mg/mL injection, 12 x 1 mL pen devices

Metalyse, BY — TENECTEPLASE, tenecteplase 50 mg injection [1 vial] (&) inert substance diluent [10 mL
syringe], 1 pack

Addition — Note

12684N
12603H
12611R
8527T

Deletions

DAROLUTAMIDE, darolutamide 300 mg tablet, 112 (Nubega)
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)

TENECTEPLASE, tenecteplase 50 mg injection [1 vial] (&) inert substance diluent [10 mL syringe], 1 pack
(Metalyse)

Deletion — Item

11148R

HUMAN CHORIONIC GONADOTROPHIN, human chorionic gonadotrophin 1500 units injection [3 vials] (&) inert
substance diluent [3 x 1 mL vials], 1 pack (Pregnyl)

Deletion — Brand

8213G
9230T
8214H
9231W
8215J
9232X
8521L
9233Y
1636D
3339R
10792B
10809X
10815F
10818J
10827W
1913Q

ATOMED, DZ — ATORVASTATIN, atorvastatin 10 mg tablet, 30
ATOMED, DZ — ATORVASTATIN, atorvastatin 10 mg tablet, 30
ATOMED, DZ — ATORVASTATIN, atorvastatin 20 mg tablet, 30
ATOMED, DZ — ATORVASTATIN, atorvastatin 20 mg tablet, 30
ATOMED, DZ — ATORVASTATIN, atorvastatin 40 mg tablet, 30
ATOMED, DZ — ATORVASTATIN, atorvastatin 40 mg tablet, 30
ATOMED, DZ — ATORVASTATIN, atorvastatin 80 mg tablet, 30
ATOMED, DZ — ATORVASTATIN, atorvastatin 80 mg tablet, 30
Metronide 200, AV — METRONIDAZOLE, metronidazole 200 mg tablet, 21
Metronide 200, AV — METRONIDAZOLE, metronidazole 200 mg tablet, 21
Momasone, AS — MOMETASONE, mometasone furoate 0.1% cream, 15 g
Momasone, AS — MOMETASONE, mometasone furoate 0.1% cream, 15 g
Momasone, AS — MOMETASONE, mometasone furoate 0.1% cream, 15 g
Momasone, AS — MOMETASONE, mometasone furoate 0.1% cream, 15 g
Momasone, AS — MOMETASONE, mometasone furoate 0.1% cream, 15 g
Momasone, AS — MOMETASONE, mometasone furoate 0.1% cream, 15 g

Deletion — Equivalence Indicator

12905F

1636D
3339R

Brevactid 1500 I.E, DZ — HUMAN CHORIONIC GONADOTROPHIN, human chorionic gonadotrophin 1500 units
injection [3 vials] (&) inert substance diluent [3 x 1 mL vials], 1 pack

Metrogyl 200, AF — METRONIDAZOLE, metronidazole 200 mg tablet, 21
Metrogyl 200, AF — METRONIDAZOLE, metronidazole 200 mg tablet, 21

Deletion — Note

12667Q

BROLUCIZUMAB, brolucizumab 6 mg/0.05 mL intraocular injection, 0.05 mL syringe (Beovu)
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12641H

OFATUMUMAB, ofatumumab 20 mg/0.4 mL injection, 0.4 mL pen device (Kesimpta)

12192Q RIVAROXABAN, rivaroxaban 2.5 mg tablet, 60 (Xarelto)
12197Y RIVAROXABAN, rivaroxaban 2.5 mg tablet, 60 (Xarelto)
11633G RIVAROXABAN, rivaroxaban 10 mg tablet, 30 (Xarelto)
2160Q RIVAROXABAN, rivaroxaban 15 mg tablet, 42 (Xarelto)
2691P RIVAROXABAN, rivaroxaban 15 mg tablet, 28 (Xarelto)
2268J RIVAROXABAN, rivaroxaban 20 mg tablet, 28 (Xarelto)
12648Q UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)
Deletion — Restriction
12667Q BROLUCIZUMAB, brolucizumab 6 mg/0.05 mL intraocular injection, 0.05 mL syringe (Beovu)
12641H OFATUMUMAB, ofatumumab 20 mg/0.4 mL injection, 0.4 mL pen device (Kesimpta)
12621G UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)
12648Q UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)
12664M USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara)
Alterations
Alteration — Note
12361N ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira)
12363Q ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira)
12376J ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira)
12442W  ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira)
12327T ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
12328W  ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)
9077R ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
9078T ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
9103D ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)
9104E ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz,
Idacio)
10137M CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
10897M CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
10904X CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
11318Q CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
11319R CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
11320T CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
11204Q ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)
8778B ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)
8779C ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
(Enbrel)
11201M ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)
11215G ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys)
12845C ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12870J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12871K ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)




9455P
9456Q
11196G
112173
9085E
9086F
11703Y
14133
11361Y
11376R
3434R
3436W
13048R
13049T
13057F
13069W
12209N
12217B
10890E
10893H
10906B
12621G
12625L

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 (Brenzys)
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)
ETHOSUXIMIDE, ethosuximide 250 mg capsule, 100 (Zarontin)

ETHOSUXIMIDE, ethosuximide 250 mg capsule, 200 (Zarontin)

GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi)
GOLIMUMARB, 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)
GOLIMUMARB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)
INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (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 syringe (Remsima SC)
IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices (Taltz)
IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices (Taltz)
SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx)
SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx)
SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx)
UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)
UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)

Alteration — Manufacturer Code

1347X

From To
Motilium — DOMPERIDONE, domperidone 10 mg tablet, 25 JC JT

Advance Notices
1 November 2022
Deletion — Brand

1886G
1887H
3302T
3393N
8889W
2274Q
8002E
8092X
8217L
8896F
11444H
3439B
1896T
1897w
1898X

Alphamox 125, AF — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL
Alphamox 250, AF — AMOXICILLIN, amoxicillin 250 mg/5 mL powder for oral liquid, 100 mL
Alphamox 125, AF — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL
Alphamox 250, AF — AMOXICILLIN, amoxicillin 250 mg/5 mL powder for oral liquid, 100 mL
Candesartan GH, GQ — CANDESARTAN, candesartan cilexetil 32 mg tablet, 30

Ezovir, AF — FAMCICLOVIR, famciclovir 250 mg tablet, 20

Famciclovir generichealth 250, GQ — FAMCICLOVIR, famciclovir 250 mg tablet, 21

Ezovir, AF — FAMCICLOVIR, famciclovir 125 mg tablet, 40

Famciclovir generichealth 250, GQ — FAMCICLOVIR, famciclovir 250 mg tablet, 56
Famciclovir generichealth 500, GQ — FAMCICLOVIR, famciclovir 500 mg tablet, 56

Betaquik, VF — MEDIUM CHAIN TRIGLYCERIDES, medium chain triglycerides oral liquid, 15 x 225 mL bottles
METEX XR 1000, RW — METFORMIN, metformin hydrochloride 1 g modified release tablet, 60
Mobilis D-20, AF — PIROXICAM, piroxicam 20 mg dispersible tablet, 25

Mobilis 10, AF — PIROXICAM, piroxicam 10 mg capsule, 50

Mobilis 20, AF — PIROXICAM, piroxicam 20 mg capsule, 25
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5202T Mobilis D-20, AF — PIROXICAM, piroxicam 20 mg dispersible tablet, 25
5203W Mobilis 10, AF — PIROXICAM, piroxicam 10 mg capsule, 50
5204X Mobilis 20, AF — PIROXICAM, piroxicam 20 mg capsule, 25

3418X Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 375 microgram modified
release tablet, 30

3419Y Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 750 microgram modified
release tablet, 30

3420B Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 1.5 mg modified release
tablet, 30

3421C Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 3 mg modified release
tablet, 30

3422D Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 4.5 mg modified release
tablet, 30

5143Q Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 2.25 mg modified release
tablet, 30

5145T Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 3.75 mg modified release
tablet, 30

11993F Rulide, SW — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

5261X Rulide, SW — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

8016X Rulide, SW — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

2000G Asmol 2.5 uni-dose, AF — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
2001H Asmol 5 uni-dose, AF — SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
8648E Pacrolim, AF — TACROLIMUS, tacrolimus 5 mg capsule, 50

10375C Nutrini Peptisorb, SB — TRIGLYCERIDES MEDIUM CHAIN FORMULA, triglycerides medium chain formula oral
liquid, 8 x 500 mL pouches

1 August 2023
Deletion — Brand

2418G Amitriptyline Alphapharm 25, MQ — AMITRIPTYLINE, amitriptyline hydrochloride 25 mg tablet, 50
1358L Dosulepin Mylan, MQ — DOSULEPIN (DOTHIEPIN), dosulepin (dothiepin) hydrochloride 75 mg tablet, 30
1500Y Hydrocortisone Mylan 20, MQ — HYDROCORTISONE, hydrocortisone 20 mg tablet, 60

Highly Specialised Drugs Program (Private Hospital)

Additions
Addition — Brand

10084R Plerixafor ARX, XT — PLERIXAFOR, plerixafor 24 mg/1.2 mL injection, 1.2 mL vial
10417G Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 3 mg capsule, 21
10417G Pomolide, JU — POMALIDOMIDE, pomalidomide 3 mg capsule, 21
12668R Pomolide, JU — POMALIDOMIDE, pomalidomide 3 mg capsule, 14
10386P Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 4 mg capsule, 21
10386P Pomolide, JU — POMALIDOMIDE, pomalidomide 4 mg capsule, 21
12661J Pomolide, JU — POMALIDOMIDE, pomalidomide 4 mg capsule, 14

Addition — Equivalence Indicator
10084R Mozobil, GZ — PLERIXAFOR, plerixafor 24 mg/1.2 mL injection, 1.2 mL vial
10417G Pomalyst, CJ — POMALIDOMIDE, pomalidomide 3 mg capsule, 21
12668R Pomalyst, CJ — POMALIDOMIDE, pomalidomide 3 mg capsule, 14
10386P Pomalyst, CJ — POMALIDOMIDE, pomalidomide 4 mg capsule, 21
12661J Pomalyst, CJ — POMALIDOMIDE, pomalidomide 4 mg capsule, 14




Deletions
Deletion — Note

10417G POMALIDOMIDE, pomalidomide 3 mg capsule, 21 (Pomalidomide Sandoz, Pomalyst, Pomolide)
12668R POMALIDOMIDE, pomalidomide 3 mg capsule, 14 (Pomalyst, Pomolide)
10386P POMALIDOMIDE, pomalidomide 4 mg capsule, 21 (Pomalidomide Sandoz, Pomalyst, Pomolide)
12661J POMALIDOMIDE, pomalidomide 4 mg capsule, 14 (Pomalyst, Pomolide)

Alterations
Alteration — Note

11488P INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Renflexis)
11489Q INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)
6448J INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)

Advance Notices
1 November 2022
Deletion — Brand

6217F Pacrolim, AF — TACROLIMUS, tacrolimus 5 mg capsule, 50

Highly Specialised Drugs Program (Public Hospital)

Additions
Addition — Brand

10083Q Plerixafor ARX, XT — PLERIXAFOR, plerixafor 24 mg/1.2 mL injection, 1.2 mL vial
10406Q Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 3 mg capsule, 21
10406Q Pomolide, JU — POMALIDOMIDE, pomalidomide 3 mg capsule, 21
12666P Pomolide, JU — POMALIDOMIDE, pomalidomide 3 mg capsule, 14
10387Q Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 4 mg capsule, 21
10387Q Pomolide, JU — POMALIDOMIDE, pomalidomide 4 mg capsule, 21
12665N Pomolide, JU — POMALIDOMIDE, pomalidomide 4 mg capsule, 14

Addition — Equivalence Indicator
10083Q Mozobil, GZ — PLERIXAFOR, plerixafor 24 mg/1.2 mL injection, 1.2 mL vial
10406Q Pomalyst, CJ — POMALIDOMIDE, pomalidomide 3 mg capsule, 21
12666P Pomalyst, CJ — POMALIDOMIDE, pomalidomide 3 mg capsule, 14
10387Q Pomalyst, CJ — POMALIDOMIDE, pomalidomide 4 mg capsule, 21
12665N Pomalyst, CJ — POMALIDOMIDE, pomalidomide 4 mg capsule, 14

Deletions
Deletion — Note

10406Q POMALIDOMIDE, pomalidomide 3 mg capsule, 21 (Pomalidomide Sandoz, Pomalyst, Pomolide)
12666P POMALIDOMIDE, pomalidomide 3 mg capsule, 14 (Pomalyst, Pomolide)
10387Q POMALIDOMIDE, pomalidomide 4 mg capsule, 21 (Pomalidomide Sandoz, Pomalyst, Pomolide)
12665N POMALIDOMIDE, pomalidomide 4 mg capsule, 14 (Pomalyst, Pomolide)

Alterations
Alteration — Note

11482H INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)
11486M INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Renflexis)
5753T INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis)
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Advance Notices
1 November 2022
Deletion — Brand

9561F Pacrolim, AF — TACROLIMUS, tacrolimus 5 mg capsule, 50

Highly Specialised Drugs Program (Community Access)

Advance Notices
1 November 2022
Deletion — Brand

11246X Abacavir/Lamivudine GH 600/300, GQ — ABACAVIR + LAMIVUDINE, abacavir 600 mg + lamivudine 300 mg
tablet, 30

Growth Hormone Program

Additions
Addition — Item

13116H MECASERMIN, mecasermin 10 mg/mL injection, 4 mL vial (Increlex)

13119L SOMATROGON, somatrogon 24 mg/1.2 mL injection, 1.2 mL pen device (Ngenla)
13130C SOMATROGON, somatrogon 24 mg/1.2 mL injection, 1.2 mL pen device (Ngenla)
13120M SOMATROGON, somatrogon 60 mg/1.2 mL injection, 1.2 mL pen device (Ngenla)
13125T SOMATROGON, somatrogon 60 mg/1.2 mL injection, 1.2 mL pen device (Ngenla)

IVF Program

Deletions
Deletion — ltem

11154C HUMAN CHORIONIC GONADOTROPHIN, human chorionic gonadotrophin 1500 units injection [3 vials] (&) inert
substance diluent [3 x 1 mL vials], 1 pack (Pregnyl)

11156E HUMAN CHORIONIC GONADOTROPHIN, human chorionic gonadotrophin 5000 units injection [1 vial] (&) inert
substance diluent [1 mL vial], 1 pack (Pregnyl)

Deletion — Equivalence Indicator

12879wW Brevactid 1500 I.E, DZ — HUMAN CHORIONIC GONADOTROPHIN, human chorionic gonadotrophin 1500 units
injection [3 vials] (&) inert substance diluent [3 x 1 mL vials], 1 pack

12851J Choriomon 5000 I.E, DZ — HUMAN CHORIONIC GONADOTROPHIN, human chorionic gonadotrophin 5000
units injection [3 vials] (&) inert substance diluent [3 x 1 mL syringes], 1 pack

Repatriation Pharmaceutical Benefits

Deletions
Deletion — ltem

4059P RISEDRONATE (&) CALCIUM CARBONATE, risedronate sodium 35 mg tablet [4] (&) calcium (as carbonate)
500 mg tablet [24], 28 (Acris Combi)

Deletion — Brand

4343N Momasone, AS — MOMETASONE, mometasone furoate 0.1% ointment, 50 g
Deletion — Equivalence Indicator

4343N Elocon, AL - MOMETASONE, mometasone furoate 0.1% ointment, 50 g




General Pharmaceutical Benefits

= ADALIMUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
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(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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)

11634

Ankylosing spondylitis

Treatment Phase: Subsequent continuing treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

e 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 aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI

score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

The measurement of response to the prior course of therapy must be documented in the patient's medical notes.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity

resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-

subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the

Initial 3 treatment restriction.

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

12328W Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 885.56 4250 2 Amgevita [XT] 2 Hadlima [RF]
2 Hyrimoz [SZ] 2 |dacio [PK]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
12327T Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 885.56 42,50 2 Amgevita [XT] 2 Hadlima [RF]
2 Hyrimoz [SZ] 2 ldacio [PK]
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= ADALIMUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
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Note

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Authority required

Ankylosing spondylitis

Treatment Phase: First continuing treatment
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 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:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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 is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI
score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 4 weeks old at the time of application.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion 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 these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply
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; OR
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o Patient must have received insufficient therapy with this drug for this condition under the subsequent 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 available under the above restrictions.
Treatment criteria:
e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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. EST Monday to Friday).

Authority required

Ankylosing spondylitis

Treatment Phase: Subsequent continuing treatment
Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

e 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 aged 18 years or older.
Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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 is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI
score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 4 weeks old at the time of application.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion 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 fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
12361N Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 885.56 42,50 2 Humira [VE]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
9078T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 885.56 4250 2 Amgevita [XT] 2 Hadlima [RF]
@ Hyrimoz [SZ] 2 ldacio [PK]
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= ADALIMUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
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Note

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Authority required

Ankylosing spondylitis

Treatment Phase: First continuing treatment
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 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 aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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 is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI
score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 4 weeks old at the time of application.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion 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 these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply
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; OR
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o Patient must have received insufficient therapy with this drug for this condition under the subsequent 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 available under the above restrictions.
Treatment criteria:
e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondyflitis.

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. EST Monday to Friday).

Authority required

Ankylosing spondylitis

Treatment Phase: Subsequent continuing treatment
Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

e 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 aged 18 years or older.
Treatment criteria:

e Must be treated by a rheumatologist; OR

* Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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 is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI
score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 4 weeks old at the time of application.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion 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 fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
12363Q Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 885.56 42.50 @ Humira [VE]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices
9104E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 885.56 4250 2 Amgevita [XT] 2 Hadlima [RF]
@ Hyrimoz [SZ] 2 ldacio [PK]
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= ADALIMUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
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For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Authority required

Ankylosing spondylitis

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

Clinical criteria:

¢ The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

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

o Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial

application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and

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

greater than 10 mg per L.

The baseline BASDAI score and ESR or CRP level must be determined at the completion of the 3 month NSAID and

exercise trial, but prior to ceasing NSAID treatment. All measurements must be no more than 4 weeks old at the time of

initial application.

If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reason this

criterion cannot be satisfied.

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) which includes the following:

(i) details of the radiological report confirming Grade |l bilateral sacroiliitis or Grade |11 unilateral sacroiliitis; and

(i) a baseline BASDAI score; and

(i) a completed Exercise Program Self Certification Form included in the supporting information form; and

(iv) baseline ESR and/or CRP level.

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 these timeframes, the patient will be deemed to have failed to

respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity

resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
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Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz or Idacio 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Services Australia website at www.servicesaustralia.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Services Australia website at www.servicesaustralia.gov.au

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. EST 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

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 5 years)

Clinical criteria:

e 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 for this condition
during the current treatment cycle, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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 a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent

course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,

Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a

minimum of 12 weeks of therapy.

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

12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will

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

An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI

score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 4 weeks old at the time of application.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity

resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-

subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the

Initial 3 treatment restriction.

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. EST 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

Authority required

Ankylosing spondylitis

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

Clinical criteria:

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

e Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

o Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

e Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

e Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

e Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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) which includes the following:

(i) details of the radiological report confirming Grade |l bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a BASDAI score.
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted no later than 4 weeks from the date of completion 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 these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz or Idacio 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).
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. EST 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

Ankylosing spondylitis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of more than 5
years) - balance of supply

Clinical criteria:
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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

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 5 years) 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 5 years) restriction to complete 16 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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. EST Monday to Friday).

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
12376J Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 885.56 42.50 @ Humira [VE]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices
9103D Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 885.56 42.50 2 Amgevita [XT] 2 Hadlima [RF]
@ Hyrimoz [SZ] 2 ldacio [PK]

= ADALIMUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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
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Note

resulting in the necessity for permanent withdrawal of treatment.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Authority required

Ankylosing spondylitis

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

Clinical criteria:

¢ The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

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

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

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

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial

application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and
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(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.
The baseline BASDAI score and ESR or CRP level must be determined at the completion of the 3 month NSAID and
exercise trial, but prior to ceasing NSAID treatment. All measurements must be no more than 4 weeks old at the time of
initial application.
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reason this
criterion cannot be satisfied.
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) which includes the following:
(i) details of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and
(ii) a baseline BASDAI score; and
(i) a completed Exercise Program Self Certification Form included in the supporting information form; and
(iv) baseline ESR and/or CRP level.
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 these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz or Idacio 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).
Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Services Australia website at www.servicesaustralia.gov.au
Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Services Australia website at www.servicesaustralia.gov.au
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. EST 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

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 5 years)

Clinical criteria:

e 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 for this condition
during the current treatment cycle, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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 a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent

course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,

Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a

minimum of 12 weeks of therapy.
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An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.

An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI
score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 4 weeks old at the time of application.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

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

5 years)

Clinical criteria:

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

o Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

e Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

e Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

e Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

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

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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) which includes the following:

(i) details of the radiological report confirming Grade |l bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a BASDAI score.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks

of therapy. An application for the continuing treatment must be accompanied with the assessment of response and

submitted no later than 4 weeks from the date of completion 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 these timeframes, the patient will be deemed to have failed to

respond to treatment with this drug.

General Pharmaceutical Benefits 25



If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz or Idacio 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

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. EST 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

Ankylosing spondylitis

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

medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of more than 5

years) - balance of supply

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

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 5 years) 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 5 years) restriction to complete 16 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondyflitis.

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. EST Monday to Friday).

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
12442\W Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 885.56 42.50 & Humira [VE]
adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
9077R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 885.56 42.50 2 Amgevita [XT] 2 Hadlima [RF]
2 Hyrimoz [SZ] 2 ldacio [PK]

= CERTOLIZUMAB PEGOL

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
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than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of
more than 5 years) - balance of supply
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Clinical criteria:

o 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; 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 5 years) restriction to complete 18 to 20
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 5 years) restriction to complete 18 to 20 weeks treatment,
AND

¢ The treatment must provide no more than the balance of up to 18 to 20 weeks treatment available under the above
restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices
11318Q Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 2 . 1025.83 42.50 Cimzia [UC]

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
10897M Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 2 . 1025.83 42.50 Cimzia [UC]

= CERTOLIZUMAB PEGOL

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
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Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment

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:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

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

12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-

subsidised treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond

to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.
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A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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
Ankylosing spondylitis
Treatment Phase: Continuing treatment - balance of supply
Clinical criteria:
o Patient must have received insufficient therapy with this drug under the 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 available under the above restriction.
Treatment criteria:
e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondyflitis.
Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices
11320T Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 w 1025.83 42.50 Cimzia [UC]

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
10137M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 102583 4250  Cimzia [UC]

= CERTOLIZUMAB PEGOL

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
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(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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. EST 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

Ankylosing spondylitis

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

Clinical criteria:

¢ The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade III unilateral
sacroiliitis, AND

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

o Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
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Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

e Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this
restriction.

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial

application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

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

greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID

treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1

month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the

reason this criterion cannot be satisfied.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the

following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form; and

(iii) a completed Exercise Program Self Certification Form included in the supporting information form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks

of therapy. An application for the continuing treatment must be accompanied with the assessment of response and

submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent

course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised

treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond

to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be

found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this

restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 5 years)

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 for this condition
during the current treatment cycle, AND

e 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 aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.
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An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent

course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,

Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a

minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment.

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

12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-

subsidised treatment.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-

subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the

Initial 3 treatment restriction.

Authority required

Ankylosing spondylitis

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

5 years)

Clinical criteria:

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

e Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

« The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

o Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

e Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

¢ Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

e Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

e 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 aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the

following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade |l unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks

of therapy. An application for the continuing treatment must be accompanied with the assessment of response and

submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent

course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised

treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond

to treatment with this drug.
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If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices

11319R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

3 . . *3017.69 42.50 Cimzia [UC]

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
10904 Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

3 . . *3017.69 42.50 Cimzia [UC]

* DAROLUTAMIDE

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 Where the term 'novel hormonal drug' appears in this restriction, it refers to: (i) abiraterone, (ii) apalutamide, (iii)
darolutamide, (iv) enzalutamide.

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.

Authority required

Castration resistant non-metastatic carcinoma of the prostate

Clinical criteria:

e The condition must have evidence of an absence of distant metastases on the most recently performed conventional
medical imaging used to evaluate the condition, AND

¢ The condition must be associated with a prostate-specific antigen level that was observed to have at least doubled in
value in a time period of within 10 months anytime prior to first commencing treatment with this drug, AND

e Patient must have a World Health Organisation (WHQO) Eastern Cooperative Oncology Group (ECOG) performance
status score no higher than 1 prior to treatment initiation, AND

e Patient must not receive PBS-subsidised treatment with this drug if progressive disease develops while on this drug,
AND

e Patient must only receive subsidy for one novel hormonal drug per lifetime for prostate cancer (regardless of whether a
drug was subsidised under a metastatic/non-metastatic indication); OR

e Patient must only receive subsidy for a subsequent novel hormonal drug where there has been a severe intolerance to
another novel hormonal drug leading to permanent treatment cessation.

Treatment criteria:

e Patient must be undergoing concurrent treatment with androgen deprivation therapy.

Prescribing instructions:

Retain the results of all investigative imaging and prostate-specific antigen (PSA) level measurements on the patient's

medical records - do not submit copies of these with this authority application.

The PSA level doubling time must be based on at least three PSA levels obtained within a time period of 10 months any

time prior to first commencing a novel hormonal drug for this condition. The third reading is to demonstrate that the doubling

was durable and must be at least 1 week apart from the second reading.

darolutamide 300 mg tablet, 112
12684N Max.Qty Packs No.ofRpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 3536.92 42.50 Nubeqga [BN]

= DECITABINE + CEDAZURIDINE
Caution This drug is a category X drug and must not be given to pregnant women. Pregnancy in female patients must be avoided
during treatment and for the 6-month period after cessation of treatment. Pregnancy in partners of male patients must be avoided
during treatment and for the 3-month period after cessation 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.
Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)
13258
Acute Myeloid Leukaemia
Treatment Phase: Continuing treatment
Clinical criteria:
o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
¢ Patient must not have progressive disease.
decitabine 35 mg + cedazuridine 100 mg tablet, 5
13081L Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 486128  42.50 Inqovi 35/100 [OS]
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= DECITABINE + CEDAZURIDINE

Caution This drug is a category X drug and must not be given to pregnant women. Pregnancy in female patients must be avoided
during treatment and for the 6-month period after cessation of treatment. Pregnancy in partners of male patients must be avoided
during treatment and for the 3-month period after cessation 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.

Note Special Pricing Arrangements apply.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 888 333.
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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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

PBS Authorities

GPO Box 9826

[Your capital city]

Authority required

Chronic Myelomonocytic Leukaemia

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be chronic myelomonocytic leukaemia confirmed through a bone marrow biopsy report and full blood
examination report, AND

e The condition must have 10% to 29% marrow blasts without Myeloproliferative Disorder.

No more than 3 cycles will be authorised under this restriction in a patient's lifetime.

The first authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via

HPOS form upload or mail and must include:

(a) details (date, unique identifying number/code or provider number) of the bone marrow biopsy report from an Approved

Pathology Authority demonstrating that the patient has chronic myelomonocytic leukaemia; and

(b) details (date, unique identifying number/code or provider number) of the full blood examination report from an Approved
Pathology Authority

All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) A completed authority prescription form; and

(i) 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 reports must be documented in the patient's medical records:
(a) bone marrow biopsy report demonstrating that the patient has chronic myelomonocytic leukaemia; and
(b) full blood examination report

decitabine 35 mg + cedazuridine 100 mg tablet, 5

13133F Max.Qty Packs No.of Rpts ~ Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 2 . 4861.28 4250 Ingovi 35/100 [OS]

= DECITABINE + CEDAZURIDINE

Caution This drug is a category X drug and must not be given to pregnant women. Pregnancy in female patients must be avoided
during treatment and for the 6-month period after cessation of treatment. Pregnancy in partners of male patients must be avoided
during treatment and for the 3-month period after cessation 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.

Note Special Pricing Arrangements apply.

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.

Authority required

Myelodysplastic syndrome

Treatment Phase: Initial treatment

Clinical criteria:

¢ The condition must be myelodysplastic syndrome confirmed through a bone marrow biopsy report and full blood
examination, AND

e The condition must be classified as Intermediate-2 according to the International Prognostic Scoring System (IPSS); OR

e The condition must be classified as high risk according to the International Prognostic Scoring System (IPSS), AND

e The condition must have up to 20% marrow blasts according to World Health Organisation (WHO) Classification.
Classification of the condition as Intermediate-2 requires a score of 1.5 to 2.0 on the IPSS, achieved with the possible
combinations:

(a) 11% to 20% marrow blasts with intermediate karyotypic status (other abnormalities), and O to 1 cytopenias; OR
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(b) 11% to 20% marrow blasts with good karyotypic status (normal, -Y alone, del(5q) alone, del(20q) alone), and 2 to 3

cytopenias; OR

(c) 5% to 10% marrow blasts with poor karyotypic status (3 or more abnormalities or chromosome 7 anomalies), regardless

of cytopenias; OR

(d) 5% to 10% marrow blasts with intermediate karyotypic status (other abnormalities), and 2 to 3 cytopenias; OR

(e) Less than 5% marrow blasts with poor karyotypic status (3 or more abnormalities or chromosome 7 anomalies), and 2 to

3 cytopenias.

Classification of the condition as high risk requires a score of 2.5 or more on the IPSS, achieved with the possible

combinations:

(a) 11% to 20% marrow blasts with poor karyotypic status (3 or more abnormalities or chromosome 7 anomalies),

regardless of cytopenias; OR

(b) 11% to 20% marrow blasts with intermediate karyotypic status (other abnormalities), and 2 to 3 cytopenias.

The following information must be provided by the prescriber at the time of application:

(a) The patient's International Prognostic Scoring System (IPSS) score.

The following reports must be documented in the patient's medical records:

(a) bone marrow biopsy report demonstrating that the patient has myelodysplastic syndrome; and

(b) full blood examination report; and

(c) pathology report detailing the cytogenetics demonstrating intermediate-2 or high-risk disease according to the

International Prognostic Scoring System (IPSS).

No more than 3 cycles will be authorised under this restriction in a patient's lifetime.

Authority required

Acute Myeloid Leukaemia

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be acute myeloid leukaemia confirmed through a bone marrow biopsy report and full blood
examination, AND

¢ The condition must have 20% to 30% marrow blasts and multi-lineage dysplasia, according to World Health Organisation
(WHO) Classification.

The following reports must be documented in the patient's medical records:

(a) bone marrow biopsy report demonstrating that the patient has acute myeloid leukaemia; and
(b) full blood examination report.

decitabine 35 mg + cedazuridine 100 mg tablet, 5
13087T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 2 . 4861.28 4250  Ingovi 35/100 [OS]

= DECITABINE + CEDAZURIDINE
Caution This drug is a category X drug and must not be given to pregnant women. Pregnancy in female patients must be avoided
during treatment and for the 6-month period after cessation of treatment. Pregnancy in partners of male patients must be avoided
during treatment and for the 3-month period after cessation 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.

Note Special Pricing Arrangements apply.

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.

Authority required

Myelodysplastic syndrome

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
e Patient must not have progressive disease.

Up to 6 cycles will be authorised.

Authority required

Chronic Myelomonocytic Leukaemia

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND

e Patient must not have progressive disease.
Up to 6 cycles will be authorised.

decitabine 35 mg + cedazuridine 100 mg tablet, 5
13107W Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 4861.28 4250  Ingovi 35/100 [OS]

= ENZALUTAMIDE

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.

Note Where the term 'novel hormonal drug' appears in this restriction, it refers to: (i) abiraterone, (ii) apalutamide, (iii)
darolutamide, (iv) enzalutamide.

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.

Authority required

Castration resistant non-metastatic carcinoma of the prostate

Clinical criteria:

e The condition must have evidence of an absence of distant metastases on the most recently performed conventional
medical imaging used to evaluate the condition, AND

e The condition must be associated with a prostate-specific antigen level that was observed to have at least doubled in
value in a time period of within 10 months anytime prior to first commencing treatment with this drug, AND

e Patient must have a World Health Organisation (WHO) Eastern Cooperative Oncology Group (ECOG) performance
status score no higher than 1 prior to treatment initiation, AND

o Patient must not receive PBS-subsidised treatment with this drug if progressive disease develops while on this drug,
AND

o Patient must only receive subsidy for one novel hormonal drug per lifetime for prostate cancer (regardless of whether a
drug was subsidised under a metastatic/non-metastatic indication); OR

o Patient must only receive subsidy for a subsequent novel hormonal drug where there has been a severe intolerance to
another novel hormonal drug leading to permanent treatment cessation.

Treatment criteria:

e Patient must be undergoing concurrent treatment with androgen deprivation therapy.

Prescribing instructions:

Retain the results of all investigative imaging and prostate-specific antigen (PSA) level measurements on the patient's

medical records - do not submit copies of these with this authority application.

The PSA level doubling time must be based on at least three PSA levels obtained within a time period of 10 months any

time prior to first commencing a novel hormonal drug for this condition. The third reading is to demonstrate that the doubling

was durable and must be at least 1 week apart from the second reading.

enzalutamide 40 mg capsule, 112
13118K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 w 3536.92 42.50 Xtandi [LL]

» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
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Note
Note
Note

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

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

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.

Authority required (STREAMLINED)

9481

Ankylosing spondylitis

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 ankylosing spondylitis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

e 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:

e Patient must be aged 18 years or older.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or
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(c) an ESR or CRP measurement reduced by at least 20% from baseline.
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be used to determine response for all subsequent continuing treatments.
The measurement of response to the prior course of therapy must be documented in the patient's medical notes.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

etanercept 50 mg/mL injection, 4 x 1 mL pen devices

11215G Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.20 4250 @ Brenzys [RF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
11217J Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.20 4250 @ Brenzys [RF]

» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

General Pharmaceutical Benefits 39



For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Ankylosing spondylitis

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 ankylosing spondylitis.

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, 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:

e Patient must be aged 18 years or older.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

Each application for subsequent continuing treatment with this drug must include an assessment of the patient's response to

the prior course of therapy. If the response assessment is not provided at the time of application the patient will be deemed

to have failed this course of treatment, unless the patient has experienced serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-

subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the

Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

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; OR

o Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority
Required (in writing) treatment restriction to complete 24 weeks treatment, AND

¢ The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
11204Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 5 . *1050.22  42.50 Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
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later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Ankylosing spondylitis

Treatment Phase: First continuing treatment

Clinical criteria:

e 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

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment.
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Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority
Required (in writing) treatment restriction to complete 24 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
8779C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

2 5 . *1050.22 42.50 Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
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(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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 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 and pharmaceutical benefits that have the form
etanercept injection 50 mg/mL, 4 x 1 mL cartridges are equivalent for the purposes of substitution.

Authority required

Ankylosing spondylitis

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 ankylosing spondylitis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

e 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:
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o Patient must be aged 18 years or older.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

Each application for subsequent continuing treatment with this drug must include an assessment of the patient's response to
the prior course of therapy. If the response assessment is not provided at the time of application the patient will be deemed
to have failed this course of treatment, unless the patient has experienced serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority
Required (in writing) treatment restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions.
Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12871K Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.20 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
11201M Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

1 5 . 1050.20 4250 @ Brenzys [RF]

@ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
11196G Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

1 5 . 1050.20 4250 @ Brenzys [RF]

@ Enbrel [PF]

= ETANERCEPT
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with

ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,

etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a

biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,

ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
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medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment’ authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
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BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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 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 and pharmaceutical benefits that have the form
etanercept injection 50 mg/mL, 4 x 1 mL cartridges are equivalent for the purposes of substitution.

Authority required
Ankylosing spondylitis
Treatment Phase: First continuing treatment
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 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 aged 18 years or older.
Treatment criteria:
e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:
(a) an ESR measurement no greater than 25 mm per hour; or
(b) a CRP measurement no greater than 10 mg per L; or
(c) an ESR or CRP measurement reduced by at least 20% from baseline.
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
All measurements provided must be no more than 1 month old at the time of application.
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment.
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

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; OR

o Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority
Required (in writing) treatment restriction to complete 24 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).
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etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12870J Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 .. 1050.20 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
9456Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 1050.20 42.50 2 Brenzys [RF] 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
9086F Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 1050.20 42.50 2 Brenzys [RF] 2 Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
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severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Ankylosing spondylitis

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

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

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

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

o Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

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

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial

application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

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

greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID

treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1

month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the

reason this criterion cannot be satisfied.

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

(a) a completed authority prescription form; and
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(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the
following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form; and

(i) a completed Exercise Program Self Certification Form included in the supporting information form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised
treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

Note 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

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. EST 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

Ankylosing spondylitis

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in biological medicine of less than 5

years)

Clinical criteria:

¢ 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 for this condition
during the current treatment cycle, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent

course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,

Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a

minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment.

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

12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-

subsidised treatment.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.
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Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-

subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the

Initial 3 treatment restriction.
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. EST 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

Ankylosing spondylitis

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

5 years)

Clinical criteria:

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

o Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

e Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

e Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

e Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the
following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised
treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

Note 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).
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Note Prescribers must include the proprietary name (brand) on the prescription to ensure the 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. EST 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

Ankylosing spondylitis

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

biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of

more than 5 years) - balance of supply

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

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 5 years) 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 5 years) restriction to complete 16 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the

Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
8778B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 3 . *1050.22 4250  Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
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(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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 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 and pharmaceutical benefits that have the form
etanercept injection 50 mg/mL, 4 x 1 mL cartridges are equivalent for the purposes of substitution.

Authority required

Ankylosing spondylitis

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

Clinical criteria:

¢ The condition must be radiographically (plain X-ray) confirmed Grade I bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

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

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

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

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the
application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application
must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial
application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID
treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the
reason this criterion cannot be satisfied.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the
following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacrailiitis; and

(ii) a completed BASDAI Assessment Form; and

(iii) a completed Exercise Program Self Certification Form included in the supporting information form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised
treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

Note 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

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. EST 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

Ankylosing spondylitis

Treatment Phase: Initial 2 (change or recommencement of treatment after a break in biological medicine of less than 5

years)

Clinical criteria:

e 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 for this condition
during the current treatment cycle, AND

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

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent
course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a
minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
All measurements provided must be no more than 1 month old at the time of application.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
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. EST 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

Ankylosing spondylitis

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

5 years)

Clinical criteria:

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

o Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

¢ The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

o Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

e Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

e Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

¢ Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

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

Population criteria:

e Patient must be aged 18 years or older.
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Treatment criteria:
e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The authority application must be made in writing and must include:
(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the

following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised

treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond

to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.

Note 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the 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. EST 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
Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of

more than 5 years) - balance of supply
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

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 5 years) 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 5 years) restriction to complete 16 weeks treatment, AND

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

Treatment criteria:
e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12845C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 3 . 1050.20 42,50 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
9455p Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

1 3 . 1050.20 42.50 2 Brenzys [RF]

2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
9085E Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

1 3 . 1050.20 42.50 2 Brenzys [RF]

2 Enbrel [PF]
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» ETHOSUXIMIDE

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 Pharmaceutical benefits that have the form ethosuximide 250 mg capsule, 200, pharmaceutical benefits that have the form
ethosuximide 250 mg capsule, 100, and pharmaceutical benefits that have the form ethosuximide 250 mg capsule, 56 are
equivalent for the purposes of substitution.

ethosuximide 250 mg capsule, 56
13127X Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

@ 3.57 2 . *305.34 42,50 2 Ethosuximide Essential
Generics [1X]

ethosuximide 250 mg capsule, 100
11703y Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

@ 2 2 . *295.00 42.50 2 Zarontin [IX]

ethosuximide 250 mg capsule, 200
1413J Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

@ 1 2 . 295.00 42.50 2 Zarontin [IX]

* FREMANEZUMAB
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 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.

Authority required (STREAMLINED)
12064
Chronic migraine

Treatment Phase: Initial treatment

Treatment criteria:

e Must be treated by a neurologist, AND

e 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:

e Patient must have experienced an average of 15 or more headache days per month, with at least 8 days of migraine,
over a period of at least 6 months, prior to commencement of treatment with this medicine for this condition, AND

e 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 his or her practitioner for medication overuse headache, prior to initiation of
treatment with this drug.

Population criteria:

e Patient must be aged 18 years or older.

Prophylactic migraine medications are propranolol, amitriptyline, pizotifen, candesartan, verapamil, nortriptyline, sodium

valproate or topiramate.

Patient must have the number of migraine 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 . 559.07  42.50 2 Ajovy [TB]

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 . 559.07  42.50 2 Ajovy [TB]

= FREMANEZUMAB

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 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.

Authority required (STREAMLINED)
12029

Chronic migraine

Treatment Phase: Continuing treatment
Treatment criteria:
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e Must be treated by a specialist neurologist or in consultation with a specialist neurologist, AND

e 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:

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

e Patient must have achieved and maintained a 50% or greater reduction from baseline in the number of migraine days per
month, AND

¢ Patient must continue to be appropriately managed for medication overuse headache.
Patient must have the number of migraine days per month documented in their medical records.

fremanezumab 225 mg/1.5 mL injection, 1.5 mL pen device
13129B Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 559.07 4250 @ 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 . 559.07 4250 2 Ajovy [TB]

» GOLIMUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
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For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Ankylosing spondylitis

Treatment Phase: Continuing treatment

Clinical criteria:

e 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

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

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

12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-

subsidised treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond

to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
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A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the 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 available under the above restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the

Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
3436\W Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 w 1160.64 42.50 Simponi [JC]

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device
11376R Max.Qty Packs No.ofRpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1160.64 42.50 Simponi [JC]

» GOLIMUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
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(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Ankylosing spondylitis

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

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

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

o Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

¢ Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

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

o Patient must be aged 18 years or older.
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Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the
application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application
must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial
application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID
treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the
reason this criterion cannot be satisfied.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the
following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(i) a completed BASDAI Assessment Form; and

(i) a completed Exercise Program Self Certification Form included in the supporting information form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised
treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be

found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this

restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

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. EST 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

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 5 years)

Clinical criteria:

e 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 for this condition
during the current treatment cycle, AND

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

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and
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(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent
course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a
minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
All measurements provided must be no more than 1 month old at the time of application.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
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. EST 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

Ankylosing spondylitis

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

5 years)

Clinical criteria:

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

o Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

¢ Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

e Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

e Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

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

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the

following:

General Pharmaceutical Benefits 63



(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised
treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

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. EST 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

Ankylosing spondylitis

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

biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of

more than 5 years) - balance of supply

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

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 5 years) 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 5 years) restriction to complete 16 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the

Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
3434R Max.Qty Packs No.ofRRpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 3 . 1160.64 42.50 Simponi [JC]

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device
11361Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 3 . 1160.64 42.50 Simponi [JC]

= INFLIXIMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than
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5 years may commence a further course of treatment within the same treatment cycle.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment’ authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Note Where there is already an approved authority prescription for the 1V 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 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 application should indicate which formulation eg. pre-filled pen or pre-filled syringe to ensure appropriate item is
approved.

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment with subcutaneous form or switching from intravenous form to subcutaneous form

Clinical criteria:

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

¢ The treatment must have both: (i) provided the patient with an adequate response with the preceding supply, (ii) been
assessed for response after at least 12 weeks of therapy, AND

¢ 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.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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 is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:
(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

infliximab 120 mg/mL injection, 1 mL pen device
13048R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

2 5 . *758.58 42.50 Remsima SC [EW]

infliximab 120 mg/mL injection, 1 mL syringe
13069\W Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 5 . *758.58 42.50 Remsima SC [EW]

= INFLIXIMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than
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5 years may commence a further course of treatment within the same treatment cycle.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment’ authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Note Where there is already an approved authority prescription for the 1V 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 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 application should indicate which formulation eg. pre-filled pen or pre-filled syringe to ensure appropriate item is
approved.

Authority required

Ankylosing spondylitis

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:

e 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:

e Patient must be at least 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).

The PBS administrator will confirm that:

(i) there is a concurrent authority application for the intravenous (IV) formulation of this benefit for the patient;

(i) the concurrent authority application for the 1V formulation is to be approved before approving this authority application.

infliximab 120 mg/mL injection, 1 mL pen device
13049T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 2 . *758.58 42.50 Remsima SC [EW]

infliximab 120 mg/mL injection, 1 mL syringe
13057F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 2 . *758.58 42.50 Remsima SC [EW]

= IXEKIZUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
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Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment’ authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Note Special Pricing Arrangements apply.

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment

Clinical criteria:

e 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

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

o Patient must be aged 18 years or older.
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Note

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondyflitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application Form.

An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI
score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 4 weeks old at the time of application.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion 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 these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug under the 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 available under the above restriction.
Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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. EST Monday to Friday).

ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices
12209N Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 2 . 3258.28 42.50 Taltz [LY]

= IXEKIZUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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

70
2022

Schedule of Pharmaceutical Benefits — October



eligible to commence the next cycle. The 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment’ authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Note Special Pricing Arrangements apply.

Authority required
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Ankylosing spondylitis

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

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

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

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.
The application must include details of the NSAIDs trialled, their doses and duration of treatment.
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the
application must include the reason a higher dose cannot be used.
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application
must provide details of the contraindication.
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial
application:
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.
The baseline BASDAI score and ESR or CRP level must be determined at the completion of the 3 month NSAID and
exercise trial, but prior to ceasing NSAID treatment. All measurements must be no more than 4 weeks old at the time of
initial application.
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reason this
criterion cannot be satisfied.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application Form which includes the following:
(i) details of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and
(ii) a baseline BASDAI score; and
(i) a completed Exercise Program Self Certification Form included in the supporting information form; and
(iv) baseline ESR and/or CRP level
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted no later than 4 weeks from the date of completion 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 these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Services Australia website at www.servicesaustralia.gov.au
Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Services Australia website at www.servicesaustralia.gov.au
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. EST 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
Ankylosing spondylitis
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Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of
less than 5 years)

Clinical criteria:

e 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 for this condition
during the current treatment cycle, AND

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

Population criteria:

o Patient must be aged 18 years or older.
Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application Form.
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent
course of PBS-subsidised biological medicine treatment, within the timeframes specified below.
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a
minimum of 12 weeks of therapy and submitted no later than 4 weeks from the date of completion of treatment.
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI
score combined with at least 1 of the following:
(a) an ESR measurement no greater than 25 mm per hour; or
(b) a CRP measurement no greater than 10 mg per L; or
(c) an ESR or CRP measurement reduced by at least 20% from baseline.
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
All measurements provided must be no more than 4 weeks old at the time of application.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

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

5 years)

Clinical criteria:

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

o Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

e The condition must be radiographically (plain X-ray) confirmed Grade I bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing

Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

¢ Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR
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e Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

¢ Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application Form which includes the following:

(i) details of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Ill unilateral sacroiliitis; and

(ii) a BASDAI score.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks

of therapy. An application for the continuing treatment must be accompanied with the assessment of response and

submitted no later than 4 weeks from the date of completion 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 these timeframes, the patient will be deemed to have failed to

respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity

resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

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. EST 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

Ankylosing spondylitis

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

biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of

more than 5 years) - balance of supply

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

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 5 years) 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 5 years) restriction to complete 16 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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. EST Monday to Friday).

ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices
12217B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 . 3258.28 4250  Taltz [LY]

= SECUKINUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
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A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
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medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Note Special Pricing Arrangements apply.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

Authority required

Ankylosing spondylitis

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

biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of

more than 5 years) - balance of supply

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 5 years) 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 5 years) restriction to complete 16 weeks treatment, AND

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

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.
secukinumab 150 mg/mL injection, 1 mL pen device
10893H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 2 . 709.71 42.50 Cosentyx [NV]

» SECUKINUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
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treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Note Special Pricing Arrangements apply.

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment

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 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 aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:
(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date
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Note

of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
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. EST 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

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug under the 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 available under the above restriction.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the

Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

secukinumab 150 mg/mL injection, 1 mL pen device
10906B Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 709.71 42.50 Cosentyx [NV]

» SECUKINUMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
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(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Note Special Pricing Arrangements apply.

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. EST 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

Ankylosing spondylitis

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

¢ The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND
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¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

o Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

¢ Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial

application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

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

greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID

treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1

month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the

reason this criterion cannot be satisfied.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the

following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(i) a completed BASDAI Assessment Form; and

(i) a completed Exercise Program Self Certification Form included in the supporting information form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks

of therapy. An application for the continuing treatment must be accompanied with the assessment of response and

submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent

course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised

treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond

to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be

found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this

restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 5 years)

Clinical criteria:

e 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 for this condition
during the current treatment cycle, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The authority application must be made in writing and must include:
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(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent

course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,

Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a

minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment.

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

12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-

subsidised treatment.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-

subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the

Initial 3 treatment restriction.

Authority required

Ankylosing spondylitis

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

5 years)

Clinical criteria:

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

o Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

e Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

¢ Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

e Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the

following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks

of therapy. An application for the continuing treatment must be accompanied with the assessment of response and

submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent

course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised

treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond

to treatment with this drug.
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If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

secukinumab 150 mg/mL injection, 1 mL pen device

10890E Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

4 . . *2783.58 42.50 Cosentyx [NV]

» TENECTEPLASE

Note Pharmaceutical benefits that have the brand Metalyse 50 mg injection [1 vial] (&) inert substance diluent [10 mL syringe], 1
pack and pharmaceutical benefits that have the brand TNKase 50 mg injection [1 vial] (&) inert substance diluent [10 mL
syringe], 1 pack are equivalent for the purposes of substitution in the case of a shortage.

Note Shared Care Model:

For prescribing by nurse practitioners where care of a patient is shared between a nurse practitioner and medical
practitioner in a formalised arrangement with an agreed management plan. Further information can be found in the
Explanatory Notes for Nurse Practitioners.

Restricted benefit

Acute myocardial infarction

Clinical criteria:

e The treatment must be administrated within 12 hours of onset of attack.

tenecteplase 50 mg injection [1 vial] (&) inert substance diluent [10 mL syringe], 1 pack
13128Y Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

@ 1 . . 5161.28 42.50 2 TNKase (Canada) [QY]

tenecteplase 50 mg injection [1 vial] (&) inert substance diluent [10 mL syringe], 1 pack
8527T Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

(1) 1 . . 1969.92 4250 @ Metalyse [BY]

» TRIENTINE

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 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.

Authority required

Chelation of elevated copper levels

Clinical criteria:

o Patient must have a diagnosis of Wilson disease, AND

e Patient must be intolerant to penicillamine.

Treatment criteria:

e Must be treated by a specialist medical practitioner, where this authority application is to initiate treatment with this drug,
of the following type: (i) gastroenterologist, (ii) hepatologist, (iii) neurologist; the authority prescription must be completed
by the specialist prescriber; OR

e Must be treated by a medical practitioner (of any type), where this authority application is continuing established trientine
treatment (of any specified salt) initiated by one of the above mentioned specialist types; OR

e Must be treated by a nurse practitioner where this authority application is continuing established trientine treatment (of
any specified salt) initiated by one of the above mentioned specialist types.

Prior to seeking the initial authority approval, establish evidence of excess copper levels based on at least one of: (i) clinical

symptoms, (ii) measured serum copper levels, (iii) measured urinary copper levels.

Document what these findings were in the patient's medical records. Do not supply them in this authority application.

Refer to the following definitions if in doubt over what constitutes an acceptable intolerance to penicillamine:

Side effects of penicillamine occurring soon after initiation (within first few weeks/months):

(i) fever, (ii) rash, (iii) enlarged lymph nodes, (iv) neutropenia, (v) thrombocytopenia, (vi) proteinuria, (vii) severe, persistent

nausea.

Side effects of penicillamine developing later:

(i) nephrotic syndrome, (ii) glomerulonephritis, (iii) total bone marrow aplasia, (iv) skin changes (cutis laxa, elastosis

perforans serpiginosa, pemphigus), (v) myasthenia gravis, (vi) polymyositis, (vii) Goodpasture syndrome, (viii) optic neuritis,

(ix) proteinuria (1-2 grams/day or equivalent in children, depending on specialist Wilson disease and renal review), (x)

haematuria (if cause unknown), (xi) thrombocytopenia/leukopenia, (xii) bleeding related to thromobocytopenia/leukopenia,

(xiii) lupus-like syndrome (haematuria, proteinuria, positive antinuclear antibody), (xiv) arthralgia.

At the time of the first authority application for this drug, document the details (date of reaction, severity of reaction, dose of

penicillamine, etc) of the penicillamine intolerance, if not already done, in the patient's medical records. Do not supply these

details in this authority application.
trientine dihydrochloride 250 mg capsule, 100
13124R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

@ 2 5 . *2361.28 42.50 Trientine Waymade [IX]
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Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
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Note
Note
Note

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

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

Special Pricing Arrangements apply.

Note

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment
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 Patient must have demonstrated an adequate response to treatment with this drug, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

* Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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 is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI
score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
All measurements provided must be no more than 4 weeks old at the time of application.
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion 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 these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply
Clinical criteria:
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¢ Patient must have received insufficient therapy with this drug under the 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 available under the above restriction.
Treatment criteria:
e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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. EST Monday to Friday).

upadacitinib 15 mg modified release tablet, 28
12621G Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 1271.46 4250 Rinvoq [VE]

= UPADACITINIB
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
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biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

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

Ankylosing spondylitis

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

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

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

o Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

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

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial

application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and

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

greater than 10 mg per L.

The baseline BASDAI score and ESR or CRP level must be determined at the completion of the 3 month NSAID and

exercise trial, but prior to ceasing NSAID treatment. All measurements must be no more than 4 weeks old at the time of

initial application.

If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reason this

criterion cannot be satisfied.

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) which includes the following:
(i) details of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and
(i) a baseline BASDAI score; and
(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and
(iv) baseline ESR and/or CRP level.
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 these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Services Australia website at www.servicesaustralia.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Services Australia website at www.servicesaustralia.gov.au

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. EST 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

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 5 years)

Clinical criteria:

e 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 for this condition
during the current treatment cycle, AND

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

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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 a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent

course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,

Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a

minimum of 12 weeks of therapy.

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

12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will

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

An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI

score combined with at least 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 4 weeks old at the time of application.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity

resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.
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A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

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

Clinical criteria:

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

e Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

e Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

e Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

e Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

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

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.
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) which includes the following:
(i) details of the radiological report confirming Grade |l bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and
(ii) a BASDAI score.
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted no later than 4 weeks from the date of completion 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 these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure.

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. EST 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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Ankylosing spondylitis

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

medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of more than 5

years) - balance of supply

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

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 5 years) 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 5 years) restriction to complete 16 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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. EST Monday to Friday).

upadacitinib 15 mg modified release tablet, 28
126251 Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 3 . 1271.46 42.50 Rinvoq [VE]
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Highly Specialised Drugs Program
(Private Hospital)

= INFLIXIMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
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(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Note Authority applications for increased quantities/ repeats (where relevant) may be made by telephone to the Department of
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

Authority required (STREAMLINED)

9621

Ankylosing spondylitis

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 ankylosing spondylitis.

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 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:

e Patient must be aged 18 years or older.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be used to determine response for all subsequent continuing treatments.

The measurement of response to the prior course of therapy must be documented in the patient's medical notes.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
infliximab 100 mg injection, 1 vial
11488P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
5 3 . *1315.42 2 Inflectra [PF] 2 Renflexis [OQ]

= INFLIXIMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
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etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
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a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Authority required
Ankylosing spondylitis
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 ankylosing spondylitis.
Clinical criteria:
e Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment 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.
Population criteria:
e Patient must be aged 18 years or older.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:
(a) an ESR measurement no greater than 25 mm per hour; or
(b) a CRP measurement no greater than 10 mg per L; or
(c) an ESR or CRP measurement reduced by at least 20% from baseline.
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
All measurements provided must be no more than 1 month old at the time of application.
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the
weight of the patient, to provide for infusions at a dose of 5 mg per kg.
Up to a maximum of 3 repeats will be authorised.
Each application for subsequent continuing treatment with this drug must include an assessment of the patient's response to
the prior course of therapy. If the response assessment is not provided at the time of application the patient will be deemed
to have failed this course of treatment, unless the patient has experienced serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

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; OR

o Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority
Required (in writing) treatment restriction to complete 24 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).
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infliximab 100 mg injection, 1 vial
11489Q Max.Qty Packs No. of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 . . 271.48 2 Inflectra [PF] 2 Remicade [JC]
@ Renflexis [OQ]

= INFLIXIMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
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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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Authority required

Ankylosing spondylitis

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

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

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

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

e Patient must not receive more than 18 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the
application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application
must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial
application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID
treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the
reason this criterion cannot be satisfied.

The authority application must be made in writing and must include:
(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the
following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and
(ii) a completed BASDAI Assessment Form; and
(i) a completed Exercise Program Self Certification Form included in the supporting information form.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the
weight of the patient, to provide for infusions at a dose of 5 mg per kg.

A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised.

Up to a maximum of 3 repeats will be authorised.
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An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised
treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Inflectra or Renflexis 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the 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. EST 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

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 5 years)

Clinical criteria:

e 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 for this condition
during the current treatment cycle, AND

¢ Patient must not receive more than 18 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the

weight of the patient, to provide for infusions at a dose of 5 mg per kg.

Up to a maximum of 3 repeats will be authorised.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent

course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,

Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a

minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:
(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
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All measurements provided must be no more than 1 month old at the time of application.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

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

5 years)

Clinical criteria:

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

o Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

e Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

e Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

e Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

e Patient must not receive more than 18 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the

following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the

weight of the patient, to provide for infusions at a dose of 5 mg per kg.

A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg

body weight per dose to be administered at weeks 0, 2 and 6, will be authorised.

Up to a maximum of 3 repeats will be authorised.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks

of therapy. An application for the continuing treatment must be accompanied with the assessment of response and

submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent

course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised

treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond

to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.
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Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Inflectra or Renflexis 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the 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. EST 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

Ankylosing spondylitis

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

biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of

more than 5 years) - balance of supply

Clinical criteria:

o Patient must have received insufficient therapy with this drug under the Initial 1 (new patient) restriction to complete 18
weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment after a break in biological medicine of less than 5 years) restriction to complete 18 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 3 (recommencement of treatment after a
break in biological medicine of more than 5 years) restriction to complete 18 weeks treatment, AND

e The treatment must provide no more than the balance of up to 18 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

Authority required

Ankylosing spondylitis

Treatment Phase: First continuing treatment

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 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:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the
weight of the patient, to provide for infusions at a dose of 5 mg per kg.

Up to a maximum of 3 repeats will be authorised.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.
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If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority
Required (in writing) treatment restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions.
Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

infliximab 100 mg injection, 1 vial
6448J Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 . . 271.48 2 Inflectra [PF] 2 Remicade [JC]
2 Renflexis [OQ]
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Highly Specialised Drugs Program
(Public Hospital)

= INFLIXIMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.
A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.
Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.
A patient who has failed fewer than 3 biological medicines 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.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or
(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or
(iv) 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).
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.
(b) Continuing treatment.
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.
Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.
Infliximab, adalimumab and etanercept only:
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.
For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.
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(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.
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 prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.
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.
(3) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.
Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Note Authority applications for increased quantities/ repeats (where relevant) may be made by telephone to the Department of
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

Authority required (STREAMLINED)

9481

Ankylosing spondylitis

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 ankylosing spondylitis.

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND

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

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

Population criteria:

e Patient must be aged 18 years or older.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be used to determine response for all subsequent continuing treatments.

The measurement of response to the prior course of therapy must be documented in the patient's medical notes.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
infliximab 100 mg injection, 1 vial
11486M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
5 3 . *1267.60 2 Inflectra [PF] 2 Renflexis [OQ]

= INFLIXIMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
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etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an ‘Initial treatment’ authority application is submitted within
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a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Authority required
Ankylosing spondylitis
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 ankylosing spondylitis.
Clinical criteria:
e Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First
continuing treatment restriction, AND
e 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 aged 18 years or older.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:
(a) an ESR measurement no greater than 25 mm per hour; or
(b) a CRP measurement no greater than 10 mg per L; or
(c) an ESR or CRP measurement reduced by at least 20% from baseline.
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
All measurements provided must be no more than 1 month old at the time of application.
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the
weight of the patient, to provide for infusions at a dose of 5 mg per kg.
Up to a maximum of 3 repeats will be authorised.
Each application for subsequent continuing treatment with this drug must include an assessment of the patient's response to
the prior course of therapy. If the response assessment is not provided at the time of application the patient will be deemed
to have failed this course of treatment, unless the patient has experienced serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

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; OR

o Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority
Required (in writing) treatment restriction to complete 24 weeks treatment, AND

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).
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infliximab 100 mg injection, 1 vial
11482H Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 . . 253.52 2 Inflectra [PF] 2 Remicade [JC]
@ Renflexis [OQ]

= INFLIXIMAB

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib for adult patients with
ankylosing spondylitis.

Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab, ixekizumab, secukinumab and upadacitinib only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 8 biological medicines at any 1 time.

Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a
biological medicine while they continue to show a response to therapy.

A patient who has been receiving PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, infliximab,
ixekizumab and secukinumab treatment prior to 1 October 2021 is considered to start their first cycle as of 1 October 2021.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once.

Once a patient has either failed or ceased to respond 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 5-year break is measured from the date of the last prescription for PBS-
subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment with
a biological medicine under the new treatment cycle.

A patient who has failed fewer than 3 biological medicines 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.

A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more
than 5 years may commence a new treatment cycle.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

(1) How to prescribe PBS-subsidised biological medicine treatment with adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, ixekizumab, secukinumab and upadacitinib.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to
commence such therapy (Initial 1 - New patient)

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy and wishes to trial an
alternate agent (Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years) [further
details are under 'Swapping therapy' below]; or

(iii) 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 agent (Initial 2 - Change or Recommencement of treatment after a break in
therapy of less than 5 years); or

(iv) 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).

A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of
up to 24 weeks providing they continue to sustain the response.

Assessment of the patient's response to treatment must be conducted following a minimum of 12 weeks of therapy and no
later than 4 weeks from the cessation of the most recent course of biological medicine therapy. Where a response
assessment is not conducted within the required timeframe, 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.

Infliximab, adalimumab and etanercept only:

For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient
is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the
most recent course of treatment under the Initial 1, Initial 2 or Initial 3 treatment restrictions.

For the second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended
that an assessment of a patient's response is conducted following a minimum of 12 weeks of therapy and no later than 4
weeks from the completion of the most recent course of treatment.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine within the same treatment cycle without having to requalify with respect to the indices of disease
severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior
NSAID therapy and exercise program requirements.

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 prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that
they are assessed for response to every course of treatment.

A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
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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.

(3) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological
medicine.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

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 only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response.

Prescribers may provide new baseline measurements any time an 'Initial treatment' authority application is submitted within
a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised baseline
measurements.

(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent course of treatment following a break in PBS-subsidised biological
medicine therapy of at least 5 years, must qualify under the Initial 3 treatment restriction. The same clinical criteria and
indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the
BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a re-trial of NSAID therapy and exercise
therapy is not required.

Authority required

Ankylosing spondylitis

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

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

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

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

¢ Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

e Patient must not receive more than 18 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the
application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application
must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial
application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID
treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the
reason this criterion cannot be satisfied.

The authority application must be made in writing and must include:
(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the
following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade IlI unilateral sacroiliitis; and
(ii) a completed BASDAI Assessment Form; and
(i) a completed Exercise Program Self Certification Form included in the supporting information form.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the
weight of the patient, to provide for infusions at a dose of 5 mg per kg.

A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised.

Up to a maximum of 3 repeats will be authorised.
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An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised
treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Inflectra or Renflexis 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the 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. EST 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

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 5 years)

Clinical criteria:

e 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 for this condition
during the current treatment cycle, AND

e Patient must not receive more than 18 weeks of treatment under this restriction.

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the

weight of the patient, to provide for infusions at a dose of 5 mg per kg.

Up to a maximum of 3 repeats will be authorised.

An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to

change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent

course of PBS-subsidised biological medicine treatment, within the timeframes specified below.

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,

Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a

minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date

of completion of treatment.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:
(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
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All measurements provided must be no more than 1 month old at the time of application.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.
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. EST 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

Ankylosing spondylitis

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

5 years)

Clinical criteria:

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

o Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological
medicine for this condition, AND

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,
AND

e Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no
more than 4 weeks old at the time of application, AND

e Patient must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour that is no more than 4
weeks old at the time of application; OR

e Patient must have a C-reactive protein (CRP) level greater than 10 mg per L that is no more than 4 weeks old at the time
of application; OR

e Patient must have a clinical reason as to why demonstration of an elevated ESR or CRP cannot be met and the
application must state the reason, AND

e Patient must not receive more than 18 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the

following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the

weight of the patient, to provide for infusions at a dose of 5 mg per kg.

A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg

body weight per dose to be administered at weeks 0, 2 and 6, will be authorised.

Up to a maximum of 3 repeats will be authorised.

An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks

of therapy. An application for the continuing treatment must be accompanied with the assessment of response and

submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent

course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised

treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond

to treatment with this drug.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.
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Note Biosimilar prescribing policy
Prescribing of the biosimilar brand Inflectra or Renflexis 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 Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the 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. EST 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

Ankylosing spondylitis

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

biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of

more than 5 years) - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient) restriction to complete 18
weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment after a break in biological medicine of less than 5 years) restriction to complete 18 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 3 (recommencement of treatment after a
break in biological medicine of more than 5 years) restriction to complete 18 weeks treatment, AND

e The treatment must provide no more than the balance of up to 18 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

Authority required

Ankylosing spondylitis

Treatment Phase: First continuing treatment

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 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:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

All measurements provided must be no more than 1 month old at the time of application.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the
weight of the patient, to provide for infusions at a dose of 5 mg per kg.

Up to a maximum of 3 repeats will be authorised.

An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment.

Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond
to treatment with this drug.
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If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the
Initial 3 treatment restriction.

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. EST 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

Ankylosing spondylitis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment
restriction to complete 24 weeks treatment; OR

e Patient must have received insufficient therapy with this drug for this condition under the subsequent continuing Authority
Required (in writing) treatment restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions.
Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

infliximab 100 mg injection, 1 vial
57537 Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 . . 253.52 2 Inflectra [PF] 2 Remicade [JC]
2 Renflexis [OQ]
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Growth Hormone Program

* MECASERMIN

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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 The PBS authority application administrator will approve a maximum quantity of vials in line with the following formula

(based on the upper dose range of 0.12 mg/kg dosed twice daily, one vial containing 40 mg of drug and target supply
duration of 30 days per dispensing):

Number of vials equals 7.2 multiplied by weight (kg) divided by 40. For ease of reference, this equates to:

Below 16 kg: up to 3 vials

16 to 22 kg: up to 4 vials

22 to 27 kg: up to 5 vials

27 to 33 kg: up to 6 vials

33 to 38 kg: up to 7 vials

38 to 44 kg: up to 8 vials

Beyond 44 kg: refer to above formula

Authority required

Severe growth failure with primary insulin-like growth factor-1 deficiency

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be caused by severe primary insulin-like growth factor-1 deficiency (IGFD), with IGFD deficiency for
the purpose of PBS subsidy defined as a basal IGF-1 level (measured any time prior to initiating treatment with this drug)
below the 2.5™ percentile adjusted for each of: (i) age, (ii) gender, AND

¢ The condition must have resulted in the patient experiencing short stature, with short stature for the purpose of PBS
subsidy defined as the patient's height (measured any time prior to initiating treatment with this drug) being at least 3
standard deviations below the norm, adjusted for each of: (i) age, (ii) gender, AND

¢ Patient must have a growth velocity below the 25" percentile for bone age and sex measured over a 12 month interval
(or a 6 month interval for an older child), AND

e The condition must not be caused by growth hormone deficiency, AND

o Patient must have a bone age of less than 13.5 years (females); OR

e Patient must have a bone age of less than 15.5 years (males), AND

e The condition must not be caused by secondary causes of IGFD - prior to initiating treatment with this drug, the treating
physician has at least excluded each of the following: (i) malnutrition, (ii) hypopituitarism, (iii) hypothyroidism, (iv)
medication side effects, AND

e The treatment must not be in a patient with known epiphyseal closure/growth plate fusion (i.e. the patient is known to
have ceased growing).

Treatment criteria:

e Must be treated by a paediatric endocrinologist; the authority application must be completed by this physician type; OR

e Must be treated by a paediatrician who has consulted the above mentioned specialist type; the authority application must
be completed by this paediatrician.

Population criteria:

e Patient must be aged from 2 years up until their 18" birthday.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a

female with a chronological age of at least 10 years or a bone age of at least 8 years.

110
2022

Schedule of Pharmaceutical Benefits — October



The initial treatment authority application must be made via the Online PBS Authorities System (real time assessment) or in
writing via HPOS form upload or mail and must include the following:

(1) Insulin-like growth factor-1 deficiency:

State each of: (a) the patient's most recent basal IGF-1 level measured (ng/mL), (b) the measurement date (dd/mm/yy), (c)
the name of the pathology result provider;

(2) Short stature:

State the patient's height (cm);

(3) Normal growth hormone levels:

State the patient's most recent growth hormone level measurement (mcg/L) - this figure must be greater than 6.6 mcgl/L;
(4) Bone age: (where the patient has a chronological age of at least 2.5 years):

State each of: (a) the patient's bone age in numerical figures at the time when it was most recently determined, (b) the date
(dd/mmlyy) of this determination that is within 12 months of this authority application;

(5) The patient's weight (kg);

(6) The prescribed dose (mg/kg) (between 0.04 to 0.12);

(7) The number of vials rounded to the nearest whole number, to provide sufficient drug quantity for 30 days of treatment per
dispensing - see the relevant 'NOTE' attached to this listing for guidance.

Height, growth velocity and weight measurements must not be more than three months old at the time of application.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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 The Centers for Disease Control and Prevention (U.S. Department of Health & Human Services) publishes Clinical Growth
Charts which this restriction refers to. Both the 'length-for-age’ (birth to 36 months) and 'stature-for-age' (children 2 years to
20 years) growth charts can be viewed, printed and reproduced via the following website link:
https://www.cdc.gov/growthcharts/clinical_charts.htm

Authority required

Severe growth failure with primary insulin-like growth factor-1 deficiency

Treatment Phase: Continuing treatment

Clinical criteria:

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

e Patient must have a bone age of less than 13.5 years (females); OR

e Patient must have a bone age of less than 15.5 years (males), AND

e The treatment must not be in a patient with known epiphyseal closure/growth plate fusion (i.e. the patient is known to
have ceased growing), AND

e The condition must be responsive to this drug treatment as evidenced by each of: (i) patient is showing catch-up for
height standard deviation score against Laron syndrome (growth hormone insensitivity syndrome) growth charts, (ii)
patient has a growth velocity of greater than 2 cm per year (extrapolated for time on treatment) at the time of this
continuing authority application; OR

e The condition must be yet to respond to this drug treatment only for the reason of sub-optimal dosing.

Treatment criteria:

e Must be treated by a paediatric endocrinologist; the authority application must be completed by this physician type; OR

e Must be treated by a paediatrician who has consulted the above mentioned specialist type; the authority application must
be completed by this paediatrician.

Population criteria:

e Patient must be aged from 2 years up until their 18" birthday.

The continuing treatment authority application must be made via the Online PBS Authorities System (real time assessment)

or in writing via HPOS form upload or mail and must include:

(1) The patient's height (cm);

(2) Where this authority application seeks to continue treatment where there has been an inadequate response to treatment

due to sub-optimal dosing, state each of:

(i) the most recently prescribed dose (mg/kg) that resulted in an inadequate response;

(ii) the dose (mg/kg) (between 0.04 to 0.12) that was/will be subsequently prescribed to address the inadequate response;

(3) The patient's weight (kg);

(4) The patient's growth velocity in response to the preceding supply of drug (cm/year; extrapolated for time on treatment);

(5) The number of vials rounded to the nearest whole number, to provide sufficient drug quantity for 30 days of treatment per

dispensing - see the relevant 'NOTE' attached to this listing for guidance.

Height, growth velocity and weight measurements must not be more than three months old at the time of application.

Document growth improvements in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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 Laron syndrome growth charts are those appearing in the following publication:

Laron Z, Lilos P, Klinger B. Growth Curves for Laron syndrome. Arch Dis Child. 1993;68(6):768-770.

This literature article can be accessed through the following website link:

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC1029371

Authority required
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Severe growth failure with primary insulin-like growth factor-1 deficiency

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather patient

Clinical criteria:

e Patient must have commenced non-PBS-subsidised treatment with this drug prior to 1 October 2022, AND

e The condition must be caused by severe primary insulin-like growth factor-1 deficiency (IGFD), with IGFD deficiency for
the purpose of PBS subsidy defined as a basal IGF-1 level (measured any time prior to initiating treatment with this drug)
below the 2.5 percentile adjusted for each of: (i) age, (i) gender, AND

e The condition must have resulted in the patient experiencing short stature, with short stature for the purpose of PBS
subsidy defined as the patient's height (measured any time prior to initiating treatment with this drug) being at least 3
standard deviations below the norm, adjusted for each of: (i) age, (ii) gender, AND

e Patient must have had a growth velocity below the 25" percentile for bone age plus sex measured over a 12 month
interval (a 6 month interval for an older child) at the time the non-PBS-subsidised supply commenced, AND

e The condition must not be caused by growth hormone deficiency, AND

e Patient must have a bone age of less than 13.5 years (females); OR

e Patient must have a bone age of less than 15.5 years (males), AND

¢ The condition must not be caused by secondary causes of IGFD - prior to initiating treatment with this drug, the treating
physician has at least excluded each of the following: (i) malnutrition, (ii) hypopituitarism, (iii) hypothyroidism, (iv)
medication side effects, AND

¢ The treatment must not be in a patient with known epiphyseal closure/growth plate fusion (i.e. the patient is known to
have ceased growing).

Treatment criteria:

e Must be treated by a paediatric endocrinologist; the authority application must be completed by this physician type; OR

e Must be treated by a paediatrician who has consulted the above mentioned specialist type; the authority application must
be completed by this paediatrician, AND

e Patient must be undergoing both: (i) continuing treatment with this drug, (ii) treatment that is yet to exceed 6 months of
continuous treatment; OR

e Patient must be undergoing each of: (i) continuing treatment with this drug, (ii) treatment that has exceeded 6 months
duration, (iii) treatment that has resulted in both: (a) the patient showing catch-up for height standard deviation score
against Laron syndrome (growth hormone insensitivity syndrome) growth charts, (b) a growth velocity of greater than 2
cm per year (extrapolated for time on treatment) at the time of this authority application; OR

e Patient must be undergoing each of: (i) continuing treatment with this drug, (ii) treatment that has exceeded 6 months
duration, (iii) treatment that is yet to establish the optimal dose.

Population criteria:

e Patient must be aged from 2 years up until their 18" birthday.

The authority application must be made via the Online PBS Authorities System (real time assessment) or in writing via

HPOS form upload or mail and must include the following:

(1) Date of commencing non-PBS-subsidised treatment:

State the month and year (mm/yy) that the first non-PBS-subsidised dose of this drug was administered.

(2) Insulin-like growth factor-1 deficiency:

State each of: (a) a basal IGF-1 level (hg/mL) measured prior to initiating non-PBS-subsidised treatment, (b) the

measurement date (dd/mm/yy), (c) the name of the pathology result provider.

(3) Short stature:

State each of: (a) the patient's height (cm) at the time non-PBS-subsidised treatment was started, (b) the patient's current

height (cm).

(4) Normal growth hormone levels:

State a growth hormone level measurement in mcg/L for this patient prior to having initiated non-PBS-subsidised treatment

with this drug - this figure must be greater than 6.6 mcg/L.

(5) Bone age (where the patient had a chronological age of at least 2.5 years at the time of commencing non-PBS-

subsidised treatment):

State each of: (a) the most recent bone age in numerical figures for this patient prior to initiating non-PBS-subsidised

treatment with this drug, (b) the date (dd/mm/yy) of this determination that is within 12 months prior to initiating non-PBS-

subsidised treatment with this drug;

(6) The patient's current growth velocity (cm/year) where there has been at least 6 months of non-PBS-subsidised

treatment;

(7) The patient's current weight (kg);

(8) The prescribed dose (mg/kg) (between 0.04 to 0.12) that is sought for this authority application;

(9) The number of vials rounded to the nearest whole number, to provide sufficient drug quantity for 30 days of treatment per

dispensing - see the relevant 'NOTE' attached to this listing for guidance.

Current height, growth velocity and weight measurements must not be more than three months old at the time of application.

Document growth improvements in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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 Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised

treatment, a 'Grandfathered' patient must qualify under the 'Continuing treatment’ criteria.

Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.
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Note The Centers for Disease Control and Prevention (U.S. Department of Health & Human Services) publishes Clinical Growth
Charts which this restriction refers to. Both the 'length-for-age’ (birth to 36 months) and 'stature-for-age' (children 2 years to
20 years) growth charts can be viewed, printed and reproduced via the following website link:
https://www.cdc.gov/growthcharts/clinical_charts.htm

Note Laron syndrome growth charts are those appearing in the following publication:
Laron Z, Lilos P, Klinger B. Growth Curves for Laron syndrome. Arch Dis Child. 1993;68(6):768-770.
This literature article can be accessed through the following website link:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC1029371

mecasermin 10 mg/mL injection, 4 mL vial
13116H Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1071.82 42.50 Increlex [IS]

» SOMATROGON

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can 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 An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Note that the 60 mg pen
is limited to dose increments of 0.5 mg and a maximum delivered dose of 30 mg, while the 24 mg pen is limited to 0.2 mg
increments and a maximum delivered dose of 12 mg. Rounding (up or down) the weekly dose in mg is permitted to the
nearest multiple of 0.5 or 0.2. Note that once opened, a pen is to be discarded after 28 days. Give consideration to
strengths and combinations that minimise drug wastage.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 16 weeks of treatment
per dispensing based on the Product Information recommended dosing of 0.66 mg/kg/week. Request up to 1 repeat
prescription. With 1 repeat prescription, this treatment phase listing intends to provide approximately 32 weeks of treatment.
See the table located on the following webpage which lists a range of patient weights (kg) and the corresponding number of
units and combination of strengths to be sought in an authority application:
https://www.pbs.gov.au/browse/section100-gh

Authority required

Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Initial treatment
Clinical criteria:

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 2 pharmacological growth hormone
stimulation tests (e.g. arginine, clonidine, glucagon, insulin); OR

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 pharmacological growth hormone
stimulation test (e.g. arginine, clonidine, glucagon, insulin) and 1 physiological growth hormone stimulation test (e.g.
sleep, exercise); OR

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) with other evidence of
growth hormone deficiency, including septo-optic dysplasia (absent corpus callosum and/or septum pellucidum), midline
abnormality including optic nerve hypoplasia, cleft lip and palate, midfacial hypoplasia and central incisor, ectopic and/or
absent posterior pituitary bright spot, absent empty sella syndrome, hypoplastic anterior pituitary gland and/or pituitary
stalk/infundibulum, and genetically proven biochemical growth hormone deficiency either isolated or as part of
hypopituitarism in association with pituitary deficits (ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1
levels; OR

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3
levels, AND

Patient must have a current height at or below the 1% percentile for age and sex; OR

Patient must have a current height above the 1%t and at or below the 25™ percentiles for age and sex and a growth
velocity below the 25™ percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an
older child); OR

Patient must have a current height above the 15t and at or below the 25" percentiles for age and sex and an annual
growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or less; OR

Growth Hormone Program 113



¢ Patient must have a current height above the 1%t and at or below the 25" percentiles for age and sex and an annual
growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 years or less, AND

o Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology, AND

o Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a

female with a chronological age of at least 10 years or a bone age of at least 8 years.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. (a) A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of

recent growth data for an older child. The most recent data must not be more than three months old at the time of

application; or

(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current

height is at or below the 1%t percentile for age and sex.

2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.

3. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(i) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Biochemical growth hormone deficiency should not be secondary to an intracranial lesion or cranial irradiation for

applications under this category.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature associated with biochemical growth hormone deficiency

Treatment Phase: Recommencement of treatment

Treatment criteria:

o Patient must be undergoing recommencing treatment following a temporary treatment break (i.e. a lapse) from this drug
for the stated indication above - subsidy through this treatment phase must not: (i) initiate treatment, (ii) change the
prescribed drug, (iii) reclassify the PBS indication.

Clinical criteria:

e Patient must have had a lapse in growth hormone treatment, AND

¢ The treatment must not be for the purposes of resuming treatment that is known to be non-efficacious for the patient -
where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as
specified by this drug's approved Product Information) dose, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics, AND

o Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. Recent growth data (height and weight, not older than three months).

2. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and
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(ii) 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).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the ‘Notes' section of this restriction.
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously
receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Recommencement of treatment as a reclassified patient
Treatment criteria:

o Patient must be undergoing treatment that is simultaneously: (a) recommencing treatment following a temporary break in
treatment (i.e. a lapse), plus (b) reclassifying the PBS indication whilst continuing with the same growth hormone; subsidy
through this treatment phase must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) reclassify the PBS
indication where the most recent authority approval was for a different growth hormone.

Clinical criteria:

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient -
where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (i) an adverse
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as
specified by this drug's approved Product Information) dose, AND

e Patient must have had a height at or below the 1% percentile for age and sex immediately prior to commencing treatment;
OR

¢ Patient must have had both a height above the 15 and at or below the 25" percentiles for age and sex immediately prior
to commencing treatment and a growth velocity below the 25" percentile for bone age and sex measured over the 12
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to
commencement of treatment if the patient was an older child at commencement of treatment); OR

¢ Patient must have had both a height above the 15 and at or below the 25" percentiles for age and sex immediately prior
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of
treatment; OR

e Patient must have had both a height above the 15t and at or below the 25" percentiles for age and sex immediately prior
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of
treatment, AND

« Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 2 pharmacological growth hormone
stimulation tests (e.g. arginine, clonidine, glucagon, insulin); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 pharmacological growth hormone
stimulation test (e.g. arginine, clonidine, glucagon, insulin) and 1 physiological growth hormone stimulation test (e.g.
sleep, exercise); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) with other evidence of
growth hormone deficiency, including septo-optic dysplasia (absent corpus callosum and/or septum pellucidum), midline
abnormality including optic nerve hypoplasia, cleft lip and palate, midfacial hypoplasia and central incisor, ectopic and/or
absent posterior pituitary bright spot, absent empty sella syndrome, hypoplastic anterior pituitary gland and/or pituitary
stalk/infundibulum, and genetically proven biochemical growth hormone deficiency either isolated or as part of
hypopituitarism in association with pituitary deficits (ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1
levels; OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3
levels, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

o Patient must not have an active tumour or evidence of tumour growth or activity, AND

o Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR
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e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics, AND

¢ Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a

female with a chronological age of at least 10 years or a bone age of at least 8 years.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement

of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient

was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12

months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at

commencement of treatment); OR

(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose

height was at or below the 15 percentile for age plus sex immediately prior to commencing treatment.

2. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations.

3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months.

4. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Biochemical growth hormone deficiency should not be secondary to an intracranial lesion or cranial irradiation for

applications under this category.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature and slow growth

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have a current height at or below the 1%t percentile for age and sex, AND

¢ Patient must have a growth velocity below the 25" percentile for bone age and sex measured over a 12 month interval
(or a 6 month interval for an older child); OR

e Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5
years or less, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

o Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

o Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more, AND

¢ Patient must be male and must not have a height greater than or equal to 167.7 cm; OR

¢ Patient must be female and must not have a height greater than or equal to 155.0 cm, AND

¢ Patient must be male and must not have maturational or constitutional delay in combination with an estimated mature
height equal to or above 160.1 cm; OR

o Patient must be female and must not have maturational or constitutional delay in combination with an estimated mature
height equal to or above 148.0 cm.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology, AND

o Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a

female with a chronological age of at least 10 years or a bone age of at least 8 years.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent

growth data for an older child. The most recent data must not be more than three months old at the time of application.

2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.

3. Confirmation of the patient's maturational or constitutional delay status.

4. If the patient has maturational or constitutional delay, confirmation that the patient has an estimated mature height below

the 1t adult height percentile.

If the application is submitted through HPOS form upload or mail, it must include:
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(i) A completed authority prescription form; and

(ii) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature and slow growth

Treatment Phase: Recommencement of treatment

Treatment criteria:

¢ Patient must be undergoing recommencing treatment following a temporary treatment break (i.e. a lapse) from this drug
for the stated indication above - subsidy through this treatment phase must not: (i) initiate treatment, (ii) change the
prescribed drug, (iii) reclassify the PBS indication.

Clinical criteria:

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not be for the purposes of resuming treatment that is known to be non-efficacious for the patient -
where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as
specified by this drug's approved Product Information) dose, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more, AND

o Patient must be male and must not have a height greater than or equal to 167.7cm; OR

o Patient must be female and must not have a height greater than or equal to 155.0cm.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics, AND

e Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. Recent growth data (height and weight, not older than three months).

2. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously
receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Short stature and slow growth

Treatment Phase: Recommencement of treatment as a reclassified patient
Treatment criteria:

¢ Patient must be undergoing treatment that is simultaneously: (a) recommencing treatment following a temporary break in
treatment (i.e. a lapse), plus (b) reclassifying the PBS indication whilst continuing with the same growth hormone; subsidy
through this treatment phase must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) reclassify the PBS
indication where the most recent authority approval was for a different growth hormone.

Clinical criteria:

¢ Patient must have had a lapse in growth hormone treatment, AND

¢ The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient -
where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded
by at least one of the following: (i) a significant medical iliness, (ii) major surgery (e.g. renal transplant), (iii) an adverse
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as
specified by this drug's approved Product Information) dose, AND
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e Patient must have had a height no higher than the 1 percentile for age plus sex at the time treatment first commenced,
AND

¢ Patient must have had a growth velocity below the 25" percentile for bone age plus sex measured over a 12 month
interval (or a 6 month interval for an older child) prior to having commenced treatment; OR

e Patient must have had an annual growth velocity of no higher than 8 cm per year where the patient had either a
bone/chronological age no higher than 2.5 years prior to having commenced treatment, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

o Patient must not have an active tumour or evidence of tumour growth or activity, AND

¢ Patient must be male and must not have a height greater than or equal to 167.7 cm; OR

¢ Patient must be female and must not have a height greater than or equal to 155.0 cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics, AND

e Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a

female with a chronological age of at least 10 years or a bone age of at least 8 years.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of

treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient

was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12

months immediately prior to commencement of treatment where the patient had a chronological age greater than 2.5 years

at commencement of treatment.

2. Recent growth data (height and weight, not older than three months).

3. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(i) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somatrogon 24 mg/1.2 mL injection, 1.2 mL pen device
131191 Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 1 . 382.74 42.50 Ngenla [PF]

somatrogon 60 mg/1.2 mL injection, 1.2 mL pen device
13120M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 . 945.12 42.50 Ngenla [PF]

» SOMATROGON

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 authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can 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 An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Note that the 60 mg pen
is limited to dose increments of 0.5 mg and a maximum delivered dose of 30 mg, while the 24 mg pen is limited to 0.2 mg
increments and a maximum delivered dose of 12 mg. Rounding (up or down) the weekly dose in mg is permitted to the
nearest multiple of 0.5 or 0.2. Note that once opened, a pen is to be discarded after 28 days. Give consideration to
strengths and combinations that minimise drug wastage.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment
per dispensing based on the Product Information recommended dosing of 0.66 mg/kg/week. Request up to 1 repeat
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prescription. With 1 repeat prescription, this treatment phase listing intends to provide approximately 26 weeks of treatment.
See the table located on the following webpage which lists a range of patient weights (kg) and the corresponding number of
units and combination of strengths to be sought in an authority application:

https://www.pbs.gov.au/browse/section100-gh

Authority required

Short stature associated with biochemical growth hormone deficiency

Treatment Phase: Continuing treatment

Treatment criteria:

e Patient must be undergoing continuing PBS-subsidised therapy with this drug - subsidy through this treatment phase
must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS
indication.

Clinical criteria:

e Patient must have achieved the 50" percentile growth velocity for bone age plus sex following the most recent supply;
OR

e Patient must have achieved an increase in height standard deviation score for chronological age plus sex following the
most recent supply; OR

¢ Patient must have achieved a minimum growth velocity of 4 cm per year following the most recent supply; OR

¢ Patient must have achieved a mid-parental height standard deviation score following the most recent supply; OR

e The treatment must have been administered at a dose that is lower than that recommended in the approved Product
Information in the most recent supply, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months.

2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.

3. The final adult height (in cm) of the patient's mother and father (where available).

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature associated with biochemical growth hormone deficiency

Treatment Phase: Change of drug

Treatment criteria:

e Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing
within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence
treatment, (iii) reclassify the PBS indication.

Clinical criteria:

o Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks; OR

e Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response
to treatment (as defined further below) having been demonstrated; OR

o Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response
to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range), AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology, AND

o Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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Definition:

An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the

patient, for their sex, has achieved at least one of:

(a) The 50" percentile growth velocity for bone age,

(b) An increase in height standard deviation score for chronological age,

(c) A minimum growth velocity of 4 cm per year,

(d) A mid-parental height standard deviation score.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months.

2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.

Where growth data been supplied within 3 months of this authority application, do not resupply this data.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the '‘Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature associated with biochemical growth hormone deficiency

Treatment Phase: Continuing treatment as a reclassified patient

Treatment criteria:

e Patient must be undergoing continuing PBS-subsidised therapy with this drug where the most recent authority approval
for this drug was for a different PBS indication to that stated above - subsidy through this treatment phase must not: (i)
initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS indication where the
most recent authority approval was for a different growth hormone, (v) reclassify the PBS indication and recommence
treatment simultaneously.

Clinical criteria:

e The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient -
where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded
by at least one of the following: (i) a significant medical iliness, (ii) major surgery (e.g. renal transplant), (i) an adverse
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as
specified by this drug's approved Product Information) dose, AND

e Patient must have had a height at or below the 1% percentile for age and sex immediately prior to commencing treatment;
OR

¢ Patient must have had both a height above the 1t and at or below the 25™ percentiles for age and sex immediately prior
to commencing treatment and a growth velocity below the 25" percentile for bone age and sex measured over the 12
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to
commencement of treatment if the patient was an older child at commencement of treatment); OR

¢ Patient must have had both a height above the 15t and at or below the 25™ percentiles for age and sex immediately prior
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of
treatment; OR

e Patient must have had both a height above the 15t and at or below the 25" percentiles for age and sex immediately prior
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of
treatment, AND

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 2 pharmacological growth hormone
stimulation tests (e.g. arginine, clonidine, glucagon, insulin); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 pharmacological growth hormone
stimulation test (e.g. arginine, clonidine, glucagon, insulin) and 1 physiological growth hormone stimulation test (e.g.
sleep, exercise); OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) with other evidence of
growth hormone deficiency, including septo-optic dysplasia (absent corpus callosum and/or septum pellucidum), midline
abnormality including optic nerve hypoplasia, cleft lip and palate, midfacial hypoplasia and central incisor, ectopic and/or
absent posterior pituitary bright spot, absent empty sella syndrome, hypoplastic anterior pituitary gland and/or pituitary
stalk/infundibulum, and genetically proven biochemical growth hormone deficiency either isolated or as part of
hypopituitarism in association with pituitary deficits (ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
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(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1
levels; OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3
levels, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
e Patient must be female and must not have a bone age of 13.5 years or more.
Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics, AND

e Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a

female with a chronological age of at least 10 years or a bone age of at least 8 years.

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. (@) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement

of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient

was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12

months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at

commencement of treatment); OR

(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose

height was at or below the 15 percentile for age plus sex immediately prior to commencing treatment.

2. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations.

3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months.

4. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(i) 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).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Biochemical growth hormone deficiency should not be secondary to an intracranial lesion or cranial irradiation for

applications under this category.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature associated with biochemical growth hormone deficiency

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements

Treatment criteria:

e Patient must be undergoing privately funded treatment (e.g. through a clinical trial, a sponsor compassionate access
program, supply from an overseas jurisdiction) with this drug at the time of this authority application - subsidy through this
treatment phase must only occur once per lifetime.

Clinical criteria:

e The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient -
where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded
by at least one of the following: (i) a significant medical iliness, (ii) major surgery (e.g. renal transplant), (iii) an adverse
reaction to growth hormone, (iv) nhon-compliance due to social/family problems, (v) a lower than recommended (as
specified by this drug's approved Product Information) dose, AND

e Patient must have had a height at or below the 1% percentile for age and sex immediately prior to commencing treatment;
OR

e Patient must have had both a height above the 15t and at or below the 25™ percentiles for age and sex immediately prior
to commencing treatment and a growth velocity below the 25" percentile for bone age and sex measured over the 12
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to
commencement of treatment if the patient was an older child at commencement of treatment); OR

¢ Patient must have had both a height above the 15t and at or below the 25™ percentiles for age and sex immediately prior
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of
treatment; OR

e Patient must have had both a height above the 15t and at or below the 25" percentiles for age and sex immediately prior
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior
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to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of
treatment, AND

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 2 pharmacological growth hormone
stimulation tests (e.g. arginine, clonidine, glucagon, insulin); OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 pharmacological growth hormone
stimulation test (e.g. arginine, clonidine, glucagon, insulin) and 1 physiological growth hormone stimulation test (e.g.
sleep, exercise); OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) with other evidence of
growth hormone deficiency, including septo-optic dysplasia (absent corpus callosum and/or septum pellucidum), midline
abnormality including optic nerve hypoplasia, cleft lip and palate, midfacial hypoplasia and central incisor, ectopic and/or
absent posterior pituitary bright spot, absent empty sella syndrome, hypoplastic anterior pituitary gland and/or pituitary
stalk/infundibulum, and genetically proven biochemical growth hormone deficiency either isolated or as part of
hypopituitarism in association with pituitary deficits (ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1
levels; OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test
(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3
levels, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics, AND

e Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a
female with a chronological age of at least 10 years or a bone age of at least 8 years.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail and must include:

1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12
months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at
commencement of treatment); OR

(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose
height was at or below the 1% percentile for age plus sex immediately prior to commencing treatment.

2. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone
concentrations.

3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months.

4. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

Biochemical growth hormone deficiency should not be secondary to an intracranial lesion or cranial irradiation for
applications under this category.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature and slow growth

Treatment Phase: Continuing treatment

Treatment criteria:
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o Patient must be undergoing continuing PBS-subsidised therapy with this drug - subsidy through this treatment phase
must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS
indication.

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
and slow growth category, AND

¢ Patient must have achieved the 50" percentile growth velocity for bone age plus sex following the most recent supply;
OR

e Patient must have achieved an increase in height standard deviation score for chronological age plus sex following the
most recent supply; OR

e Patient must have achieved a minimum growth velocity of 4 cm per year following the most recent supply; OR

o Patient must have achieved a mid-parental height standard deviation score following the most recent supply; OR

e The treatment must have been administered at a dose that is lower than that recommended in the approved Product
Information in the most recent supply, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

o Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR

¢ Patient must be female and must not have a height greater than or equal to 155.0cm.

Treatment criteria:

e Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months.

2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.

3. The final adult height (in cm) of the patient's mother and father (where available).

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(i) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature and slow growth

Treatment Phase: Change of drug

Treatment criteria:

o Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing
within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence
treatment, (iii) reclassify the PBS indication.

Clinical criteria:

¢ Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks; OR

o Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response
to treatment (as defined further below) having been demonstrated; OR

o Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response
to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range), AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR

¢ Patient must be female and must not have a height greater than or equal to 155.0cm.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology, AND

e Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

Definition:
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An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the

patient, for their sex, has achieved at least one of:

(a) The 50" percentile growth velocity for bone age,

(b) An increase in height standard deviation score for chronological age,

(c) A minimum growth velocity of 4 cm per year,

(d) A mid-parental height standard deviation score.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months.

2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.

Where growth data been supplied within 3 months of this authority application, do not resupply this data.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature and slow growth

Treatment Phase: Continuing treatment as a reclassified patient

Treatment criteria:

¢ Patient must be undergoing continuing PBS-subsidised therapy with this drug where the most recent authority approval
for this drug was for a different PBS indication to that stated above - subsidy through this treatment phase must not: (i)
initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS indication where the
most recent authority approval was for a different growth hormone, (v) reclassify the PBS indication and recommence
treatment simultaneously.

Clinical criteria:

e The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient -
where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded
by at least one of the following: (i) a significant medical iliness, (ii) major surgery (e.g. renal transplant), (iii) an adverse
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as
specified by this drug's approved Product Information) dose, AND

e Patient must have had a height no higher than the 1%t percentile for age plus sex at the time treatment first commenced,
AND

¢ Patient must have had a growth velocity below the 25™ percentile for bone age plus sex measured over a 12 month
interval (or a 6 month interval for an older child) prior to having commenced treatment; OR

e Patient must have had an annual growth velocity of no higher than 8 cm per year where the patient had either a
bone/chronological age no higher than 2.5 years prior to having commenced treatment, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR

¢ Patient must be female and must not have a height greater than or equal to 155.0cm.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics, AND

o Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a

female with a chronological age of at least 10 years or a bone age of at least 8 years.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of

treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient

was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12

months immediately prior to commencement of treatment where the patient had a chronological age greater than 2.5 years

at commencement of treatment.

2. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months.

3. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
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If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the '‘Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Authority required

Short stature and slow growth

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements

Treatment criteria:

e Patient must be undergoing privately funded treatment (e.g. through a clinical trial, a sponsor compassionate access
program, supply from an overseas jurisdiction) with this drug at the time of this authority application - subsidy through this
treatment phase must only occur once per lifetime.

Clinical criteria:

e The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient -
where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded
by at least one of the following: (i) a significant medical iliness, (ii) major surgery (e.g. renal transplant), (iii) an adverse
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as
specified by this drug's approved Product Information) dose, AND

e Patient must have had a height no higher than the 1%t percentile for age plus sex at the time treatment first commenced,
AND

e Patient must have had a growth velocity below the 25" percentile for bone age plus sex measured over a 12 month
interval (or a 6 month interval for an older child) prior to having commenced treatment; OR

e Patient must have had an annual growth velocity of no higher than 8 cm per year where the patient had either a
bone/chronological age no higher than 2.5 years prior to having commenced treatment, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a height greater than or equal to 167.7 cm; OR

e Patient must be female and must not have a height greater than or equal to 155.0 cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics, AND

o Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.

Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail and must include:

1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement

of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient

was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12

months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at

commencement of treatment; OR

(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose

height was at or below the 15 percentile for age plus sex immediately prior to commencing treatment.

2. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months.

3. A bone age result performed within the last 12 months where the patient has chronological age greater than 2.5 years.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

(ii) 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).

Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the ‘Notes' section of this restriction.

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control,

diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somatrogon 24 mg/1.2 mL injection, 1.2 mL pen device
13130C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 1 . 382.74 42.50 Ngenla [PF]
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somatrogon 60 mg/1.2 mL injection, 1.2 mL pen device
13125T Max.Qty Packs No.of Rpts ~ Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 1 . 94512  42.50 Ngenla [PF]
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