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Fees, Patient Contributions and
Safety Net Thresholds

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

Dispensing Fees: Ready-prepared $7.78
Dangerous drug fee $4.82
Extemporaneously-prepared $9.82
Allowable additional patient charge* $4.54
Additional Fees (for safety net prices): Ready-prepared $1.30
Extemporaneously-prepared $1.67
Patient Co-payments: General $42.50
Concessional $6.80
Safety Net Thresholds: General $1542.10
Concessional $326.40
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 March 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 April 2022
Deletion — Brand

12222G

Lasix-M, SW — FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 20 mg tablet, 50

General Pharmaceutical Benefits

Additions
Addition - Item

12849G

12850H

12869H

12888H

12843Y

12857Q

12860W

12865D

12866E

12886F

12890K

12903D

12842X

12859T

12889J

DASATINIB, dasatinib 20 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 20 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 20 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 20 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 50 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 50 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 50 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 50 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 70 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 70 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 70 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 70 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 100 mg tablet, 30 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 100 mg tablet, 30 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 100 mg tablet, 30 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)



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

12902C DASATINIB, dasatinib 100 mg tablet, 30 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

12838Q ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12845C ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12848F ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12852K ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12853L ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12863B 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)
12873M ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12874N ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12875P ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12881Y ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12882B ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12893N ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12894P ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12907H ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
12909K ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)

12905F HUMAN CHORIONIC GONADOTROPHIN, human chorionic gonadotrophin 1500 units injection [3 vials] (&) inert
substance diluent [3 x 1 mL vials], 1 pack (Brevactid 1500 I.E)

12910L MOLNUPIRAVIR, molnupiravir 200 mg capsule, 40 (Lagevrio)

12868G NILOTINIB, nilotinib 150 mg capsule, 120 (Tasigna)

12858R NILOTINIB, nilotinib 200 mg capsule, 120 (Tasigna)

12867F NILOTINIB, nilotinib 200 mg capsule, 120 (Tasigna)

12885E NILOTINIB, nilotinib 200 mg capsule, 120 (Tasigna)

12887G NILOTINIB, nilotinib 200 mg capsule, 120 (Tasigna)

12891L ZANUBRUTINIB, zanubrutinib 80 mg capsule, 120 (Brukinsa)

Addition — Brand

8717T Aripic Aripiprazole, LR — ARIPIPRAZOLE, aripiprazole 10 mg tablet, 30
8718W Aripic Aripiprazole, LR — ARIPIPRAZOLE, aripiprazole 15 mg tablet, 30
8719X Atripic Aripiprazole, LR — ARIPIPRAZOLE, aripiprazole 20 mg tablet, 30
8720Y Atripic Aripiprazole, LR — ARIPIPRAZOLE, aripiprazole 30 mg tablet, 30
8604W Cipla Bisoprolol, LR — BISOPROLOL, bisoprolol fumarate 2.5 mg tablet, 28
8605X Cipla Bisoprolol, LR — BISOPROLOL, bisoprolol fumarate 5 mg tablet, 28
8606Y Cipla Bisoprolol, LR — BISOPROLOL, bisoprolol fumarate 10 mg tablet, 28
9022W Fenofibrate Cipla, LR — FENOFIBRATE, fenofibrate 48 mg tablet, 60
9246P Fenofibrate Cipla, LR — FENOFIBRATE, fenofibrate 48 mg tablet, 60
1088G Flecatab, AF — FLECAINIDE, flecainide acetate 50 mg tablet, 60

11784F IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

11787J IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

5443L IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

9111M IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

11778X IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

11788K IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30
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5444M IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

9112N IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

Addition — Equivalence Indicator

12716G Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices

1964J Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices

3447K Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices

3450N Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices

12676E Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

1963H Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

3446J Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

3449M Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

11148R Pregnyl, OQ — HUMAN CHORIONIC GONADOTROPHIN, human chorionic gonadotrophin 1500 units injection [3
vials] (&) inert substance diluent [3 x 1 mL vials], 1 pack

Addition — Note

11198J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

11201M ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

11220M ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

11222P ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

12679H ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

12716G ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)

1964J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)

3447K ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)

3450N ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)

9455P ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

9456Q ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

9457R ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

9458T ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

9459W ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

9460X ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

9461Y ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

9462B ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel)

11196G ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

11208X ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

11219L ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

11224R ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

12676E ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

12737J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

1963H ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

3446J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

3449M ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

9085E ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

9086F ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

9087G ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

9088H ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)




9089J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)
9090K ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)
9091L ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)
9431J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys, Enbrel)

11148R HUMAN CHORIONIC GONADOTROPHIN, human chorionic gonadotrophin 1500 units injection [3 vials] (&) inert
substance diluent [3 x 1 mL vials], 1 pack (Pregnyl)

Deletions
Deletion — Item
12336G ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 4 x 0.4 mL pen devices (Humira)

12343P ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 6 x 0.4 mL pen devices (Humira)

12344Q ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 6 x 0.4 mL syringes (Humira)

12346T ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 6 x 0.4 mL pen devices (Humira)

12392F ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 6 x 0.4 mL syringes (Humira)

12404W  ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 6 x 0.4 mL syringes (Humira)

12418N ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 4 x 0.4 mL pen devices (Humira)

12427C ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 6 x 0.4 mL syringes (Humira)

124417 ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 6 x 0.4 mL pen devices (Humira)

12445B ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 6 x 0.4 mL pen devices (Humira)

12452J ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 6 x 0.4 mL pen devices (Humira)

1759N CEFOTAXIME, cefotaxime 2 g injection, 10 vials (DBL Cefotaxime)

1769D CEFOTAXIME, cefotaxime 2 g injection, 10 vials (DBL Cefotaxime)

11525N METHOTREXATE, methotrexate 7.5 mg/0.3 mL injection, 4 x 0.3 mL syringes (Methoblastin PFS)
11526P METHOTREXATE, methotrexate 10 mg/0.4 mL injection, 4 x 0.4 mL syringes (Methoblastin PFS)
11508Q METHOTREXATE, methotrexate 15 mg/0.6 mL injection, 4 x 0.6 mL syringes (Methoblastin PFS)
11509R METHOTREXATE, methotrexate 20 mg/0.8 mL injection, 4 x 0.8 mL syringes (Methoblastin PFS)
11544N METHOTREXATE, methotrexate 25 mg/mL injection, 4 x 1 mL syringes (Methoblastin PFS)
Deletion — Brand

8295N Candesartan Aspen 4, RW — CANDESARTAN, candesartan cilexetil 4 mg tablet, 30

8296P Candesartan Aspen 8, RW — CANDESARTAN, candesartan cilexetil 8 mg tablet, 30

8297Q Candesartan Aspen 16, RW — CANDESARTAN, candesartan cilexetil 16 mg tablet, 30

8889W Candesartan Aspen 32, RW — CANDESARTAN, candesartan cilexetil 32 mg tablet, 30

8504N Candesartan Combi Aspen 16/12.5, RW — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil
16 mg + hydrochlorothiazide 12.5 mg tablet, 30

9314F Candesartan Combi Aspen 32/12.5, RW — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil
32 mg + hydrochlorothiazide 12.5 mg tablet, 30

9315G Candesartan Combi Aspen 32/25, RW — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil 32
mg + hydrochlorothiazide 25 mg tablet, 30

2460L APO-Cefaclor, TX — CEFACLOR, cefaclor 125 mg/5 mL powder for oral liquid, 100 mL

5046N APO-Cefaclor, TX — CEFACLOR, cefaclor 125 mg/5 mL powder for oral liquid, 100 mL

1561E GenRx Clomipramine, GX — CLOMIPRAMINE, clomipramine hydrochloride 25 mg tablet, 50

8358X APO-Clopidogrel, TX — CLOPIDOGREL, clopidogrel 75 mg tablet, 28

9317J APO-Clopidogrel, TX — CLOPIDOGREL, clopidogrel 75 mg tablet, 28

9296G APO-Clopidogrel/Aspirin 75/100, TX — CLOPIDOGREL + ASPIRIN, clopidogrel 75 mg + aspirin 100 mg tablet, 30
1475P APO-Fluconazole, TX — FLUCONAZOLE, fluconazole 200 mg capsule, 28

8401E APO-Fosinopril HCTZ 20/12.5, TX — FOSINOPRIL + HYDROCHLOROTHIAZIDE, fosinopril sodium 20 mg +
hydrochlorothiazide 12.5 mg tablet, 30
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8505P
8505P
1834M
1834M
1835N
1835N
8559L
8559L
8389M
8389M
2436F
8063J

2848X
2849Y
2850B
2851C
8370M
2774B

2590H
2606E
2584B
2628H
2574L
2609H
2594M
2636R
5442K

5480K
8064K
8133C
8134D

Deletion —
8401E

8063J
11275K
11283W
11268C
11288D
11295L
8370M
2774B

APO-Gabapentin, TX — GABAPENTIN, gabapentin 100 mg capsule, 100
Gabapentin Aspen 100, RW — GABAPENTIN, gabapentin 100 mg capsule, 100
APO-Gabapentin, TX — GABAPENTIN, gabapentin 300 mg capsule, 100
Gabapentin Aspen 300, RW — GABAPENTIN, gabapentin 300 mg capsule, 100
APO-Gabapentin, TX — GABAPENTIN, gabapentin 400 mg capsule, 100
Gabapentin Aspen 400, RW — GABAPENTIN, gabapentin 400 mg capsule, 100
APO-Gabapentin, TX — GABAPENTIN, gabapentin 600 mg tablet, 100
Gabapentin Aspen 600, RW — GABAPENTIN, gabapentin 600 mg tablet, 100
APO-Gabapentin, TX — GABAPENTIN, gabapentin 800 mg tablet, 100
Gabapentin Aspen 800, RW — GABAPENTIN, gabapentin 800 mg tablet, 100
GenRXx Indapamide, GX — INDAPAMIDE, indapamide hemihydrate 2.5 mg tablet, 90
Lamotrigine Aspen 5, RW — LAMOTRIGINE, lamotrigine 5 mg tablet, 56
Lamotrigine Aspen 25, RW — LAMOTRIGINE, lamotrigine 25 mg tablet, 56
Lamotrigine Aspen 50, RW — LAMOTRIGINE, lamotrigine 50 mg tablet, 56
Lamotrigine Aspen 100, RW — LAMOTRIGINE, lamotrigine 100 mg tablet, 56
Lamotrigine Aspen 200, RW — LAMOTRIGINE, lamotrigine 200 mg tablet, 56
APO-Naltrexone, TX — NALTREXONE, naltrexone hydrochloride 50 mg tablet, 30

Brevinor, PF — NORETHISTERONE + ETHINYLESTRADIOL, norethisterone 500 microgram + ethinylestradiol 35
microgram tablet [21] (&) inert substance tablet [7], 4 x 28

APO-Rosuvastatin, TX — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

APO-Rosuvastatin, TX — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

APO-Rosuvastatin, TX — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30
APO-Rosuvastatin, TX — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30
APO-Rosuvastatin, TX — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30
APO-Rosuvastatin, TX — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30
APO-Rosuvastatin, TX — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30
APO-Rosuvastatin, TX — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30

TOBRAMYCIN WOCKHARDT, WC — TOBRAMYCIN, tobramycin 300 mg/5 mL inhalation solution, 56 x 5 mL
ampoules

APO-Valaciclovir, TX — VALACICLOVIR, valaciclovir 500 mg tablet, 30
APO-Valaciclovir, TX — VALACICLOVIR, valaciclovir 500 mg tablet, 42
APO-Valaciclovir, TX — VALACICLOVIR, valaciclovir 500 mg tablet, 10
APO-Valaciclovir, TX — VALACICLOVIR, valaciclovir 500 mg tablet, 30
Equivalence Indicator

Fosetic 20/12.5, ZP — FOSINOPRIL + HYDROCHLOROTHIAZIDE, fosinopril sodium 20 mg + hydrochlorothiazide
12.5 mg tablet, 30

Lamictal, AS — LAMOTRIGINE, lamotrigine 5 mg tablet, 56

Trexject, LM — METHOTREXATE, methotrexate 7.5 mg/0.15 mL injection, 0.15 mL syringe
Trexject, LM — METHOTREXATE, methotrexate 10 mg/0.2 mL injection, 0.2 mL syringe
Trexject, LM — METHOTREXATE, methotrexate 15 mg/0.3 mL injection, 0.3 mL syringe
Trexject, LM — METHOTREXATE, methotrexate 20 mg/0.4 mL injection, 0.4 mL syringe
Trexject, LM — METHOTREXATE, methotrexate 25 mg/0.5 mL injection, 0.5 mL syringe
Naltrexone GH, GQ — NALTREXONE, naltrexone hydrochloride 50 mg tablet, 30

Norimin 28 Day, FZ — NORETHISTERONE + ETHINYLESTRADIOL, norethisterone 500 microgram +
ethinylestradiol 35 microgram tablet [21] (&) inert substance tablet [7], 4 x 28




Deletion — Note
12347W  ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira)

12380N ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira)

12381P ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira)

12382Q ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira)

12383R ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira)

12414J ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira)

12432H ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira)

12433J ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira)

12453K ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira)

12454L ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira)

12455M ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira)

12331B ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
12333D ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
12356H ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, Idacio)
12369B ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, Idacio)
12370C ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, Idacio)
12385W  ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, Idacio)
12386X ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, Idacio)
12387Y ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
12388B ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, Idacio)
12402R ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, Idacio)
12416L ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio)
11275K METHOTREXATE, methotrexate 7.5 mg/0.15 mL injection, 0.15 mL syringe (Trexject)

11283W METHOTREXATE, methotrexate 10 mg/0.2 mL injection, 0.2 mL syringe (Trexject)

11268C METHOTREXATE, methotrexate 15 mg/0.3 mL injection, 0.3 mL syringe (Trexject)

11288D METHOTREXATE, methotrexate 20 mg/0.4 mL injection, 0.4 mL syringe (Trexject)

11295L METHOTREXATE, methotrexate 25 mg/0.5 mL injection, 0.5 mL syringe (Trexject)

Alterations

Alteration — Note
12826C ACALABRUTINIB, acalabrutinib 100 mg capsule, 56 (Calquence)

1354G DASATINIB, dasatinib 20 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-

DASATINIB)

2478K DASATINIB, dasatinib 20 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

1381Q DASATINIB, dasatinib 50 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

2482P DASATINIB, dasatinib 50 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

1415L DASATINIB, dasatinib 70 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

2485T DASATINIB, dasatinib 70 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

1416M DASATINIB, dasatinib 100 mg tablet, 30 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

9342Q DASATINIB, dasatinib 100 mg tablet, 30 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

11419B IBRUTINIB, ibrutinib 140 mg capsule, 120 (Imbruvica)
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10915L

10920R

11782D

11875B

10916M

10935M

11772N

11870R

11775R
11880G
9113P
9115R
11752M
11878E
9114Q
9116T
1309X
9171Q
10520Q
10530F

IMATINIB, imatinib 100 mg capsule, 60 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 100 mg capsule, 60 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 100 mg capsule, 60 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 100 mg capsule, 60 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 400 mg capsule, 30 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 400 mg capsule, 30 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 400 mg capsule, 30 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 400 mg capsule, 30 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
NILOTINIB, nilotinib 150 mg capsule, 120 (Tasigna)

NILOTINIB, nilotinib 200 mg capsule, 120 (Tasigna)

PONATINIB, ponatinib 15 mg tablet, 60 (Iclusig)

PONATINIB, ponatinib 45 mg tablet, 30 (Iclusig)

Alteration — Restriction

1354G

2478K

1381Q

2482P

1415L

2485T

1416M

9342Q

10915L

10920R

11782D

DASATINIB, dasatinib 20 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 20 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 50 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 50 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 70 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 70 mg tablet, 60 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 100 mg tablet, 30 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

DASATINIB, dasatinib 100 mg tablet, 30 (DASATINIB-TEVA, Dasatinib ARX, Dasatinib Dr.Reddy's, Sprycel, TE-
DASATINIB)

IMATINIB, imatinib 100 mg capsule, 60 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 100 mg capsule, 60 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 100 mg capsule, 60 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)




11875B

10916M

10935M

11772N

11870R

11775R
11880G
9113P
9115R
11752M
11878E
9114Q
9116T
1309X
9171Q
10520Q
10530F
12638E

IMATINIB, imatinib 100 mg capsule, 60 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 400 mg capsule, 30 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 400 mg capsule, 30 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 400 mg capsule, 30 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 400 mg capsule, 30 (CIPLA IMATINIB ADULT, IMATINIB-DRLA, Imatinib GH, Imatinib-
APOTEX)

IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 100 mg tablet, 60 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
IMATINIB, imatinib 400 mg tablet, 30 (Gilmat, Glivec, IMATINIB RBX, Imatinib-Teva)
NILOTINIB, nilotinib 150 mg capsule, 120 (Tasigna)

NILOTINIB, nilotinib 200 mg capsule, 120 (Tasigna)

PONATINIB, ponatinib 15 mg tablet, 60 (Iclusig)

PONATINIB, ponatinib 45 mg tablet, 30 (Iclusig)

VEDOLIZUMAB, vedolizumab 108 mg/0.68 mL injection, 2 x 0.68 mL pen devices (Entyvio)

Alteration — Manufacturer Code

12332C
12350B
12351C
12354F
12357J
12436M
12440R
10399H
10400J
10412B
10413C
10419J
10420K
10944B
10955N
10960W
10961X
12325Q
12326R
12327T
12328W

Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe Z\(l)m %)(
Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe AN X
Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe AN X
Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe AN X
Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe AN X
Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe AN X
Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN TX
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN TX
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN TX
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
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12329X
12330Y
12331B
12333D
12334E
12352D
12353E
12356H
12365T
12366W
12367X
12369B
12370C
12385W
12386X
12387Y
12388B
12401Q
12402R
12403T
12415K
12416L
12420Q
12434K
12437N
12438P
12690X
12719K
12729Y
12741N
5281Y
5282B
5283C
5284D
8737TW
8741C
8963R
8964T
8965W
8966X
9033K
9034L
9077R
9078T

Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita — ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,
Amgevita— ADALIMUMAB,

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

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

AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN
AN

X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
X
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9099X Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X

9100Y Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
9101B Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
9102C Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
9103D Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
9104E Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
9188N Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
9189P Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
9190Q Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN TX
9191R Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
9425C Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
9426D Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
9427E Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN X
9428F Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X
9388D Zonegran — ZONISAMIDE, zonisamide 25 mg capsule, 56 El GH
9389E Zonegran — ZONISAMIDE, zonisamide 50 mg capsule, 56 El GH
9390F Zonegran — ZONISAMIDE, zonisamide 100 mg capsule, 56 El GH

Advance Notices

1 April 2022

Deletion — Brand

9351E ReddyMax Plus D-Cal, RZ— ALENDRONATE + COLECALCIFEROL (&) CALCIUM CARBONATE, alendronate
70 mg + colecalciferol 140 microgram tablet [4] (&) calcium (as carbonate) 500 mg tablet [48], 1 pack

11151X TYR express 20, VF — AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT PHENYLALANINE
AND TYROSINE, amino acid formula with vitamins and minerals without phenylalanine and tyrosine powder for oral
liquid, 30 x 34 g sachets

1914R MSUD express 20, VF — AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT VALINE,
LEUCINE AND ISOLEUCINE, amino acid formula with vitamins and minerals without valine, leucine and isoleucine
powder for oral liquid, 30 x 34 g sachets

8334P Intal Forte CFC-Free, SW — CROMOGLYCATE, sodium cromoglycate 5 mg/actuation inhalation, 112 actuations

10040K docomega, VF — DOCOSAHEXAENOIC ACID WITH CARBOHYDRATE, docosahexaenoic acid with carbohydrate
containing 200 mg docosahexaenoic acid powder for oral liquid, 30 x 4 g sachets

8748K Edecrin, FK — ETACRYNIC ACID, etacrynic acid 25 mg tablet, 100

1810G Lasix-M, SW — FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 20 mg tablet, 50
2412Y Lasix, SW - FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 40 mg tablet, 100
8450R Dimirel, AV — GLIMEPIRIDE, glimepiride 1 mg tablet, 30

1394J Nordette 28, PF — LEVONORGESTREL + ETHINYLESTRADIOL, levonorgestrel 150 microgram + ethinylestradiol
30 microgram tablet [21] (&) inert substance tablet [7], 4 x 28

1621H Metronide 400, AV — METRONIDAZOLE, metronidazole 400 mg tablet, 21

5155H Metronide 400, AV — METRONIDAZOLE, metronidazole 400 mg tablet, 21

1692C Macrodantin, PF — NITROFURANTOIN, nitrofurantoin 50 mg capsule, 30

1693D Macrodantin, PF — NITROFURANTOIN, nitrofurantoin 100 mg capsule, 30

9412J Creon 40,000, GO — PANCREATIC EXTRACT, pancreatic extract 40 000 units modified release capsule, 100
9413K Creon 40,000, GO — PANCREATIC EXTRACT, pancreatic extract 40 000 units modified release capsule, 100

11049M restore O.R.S., EA — SODIUM CHLORIDE + POTASSIUM CHLORIDE + GLUCOSE MONOHYDRATE + CITRIC
ACID, sodium chloride 470 mg + potassium chloride 300 mg (potassium 4 mmol) + glucose monohydrate 3.56 g +
sodium acid citrate 530 mg powder for oral liquid, 10 x 4.9 g sachets
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1 May 2022
Deletion — Brand
1324Q Lopresor 50, NV — METOPROLOL TARTRATE, METOPROLOL TARTRATE Tablet 50 mg, 100

1325R Lopresor 100, NV — METOPROLOL TARTRATE, METOPROLOL TARTRATE Tablet 100 mg, 60

1 June 2022
Deletion — Brand
9296G CoPlavix, SW — CLOPIDOGREL + ASPIRIN, clopidogrel 75 mg + aspirin 100 mg tablet, 30

8452W Dimirel, AV — GLIMEPIRIDE, glimepiride 4 mg tablet, 30
1636D Flagyl, SW — METRONIDAZOLE, metronidazole 200 mg tablet, 21
3339R Flagyl, SW — METRONIDAZOLE, metronidazole 200 mg tablet, 21

Highly Specialised Drugs Program (Private Hospital)

Additions

Addition — Item
12864C ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

12896R ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

12899X ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

12862Y ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)

12906G ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)

12839R METHOXSALEN, methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials (Uvadex)
12855N METHOXSALEN, methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials (Uvadex)
12841W RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)

12895Q RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)

12897T RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)

12901B RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)

Addition — Equivalence Indicator

12736H Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices

9641K Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices
12757K Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

9615C Enbrel, PF — ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes

Addition — Note

12736H ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)

9641K ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)

12757K ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

9615C ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

Deletions
Deletion — Brand
12138W APO-Sildenafil PHT, TX — SILDENAFIL, sildenafil 20 mg tablet, 90

9605M APO-Sildenafil PHT, TX — SILDENAFIL, sildenafil 20 mg tablet, 90
6280M APO-Valaciclovir, TX — VALACICLOVIR, valaciclovir 500 mg tablet, 100

Alterations
Alteration — Manufacturer Code

From
12349Y Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe AN
12439Q Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe AN
12674C Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe AN

12368Y Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN

To
X

X
X
X
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12384T
12715F
12731C
9679K
9680L

Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices

Advance Notices
1 April 2022
Deletion — Brand

6363X
6363X

Neulasta, JU — PEGFILGRASTIM, pedfilgrastim 6 mg/0.6 mL injection, 0.6 mL syringe
Tezmota, JX — PEGFILGRASTIM, pegfilgrastim 6 mg/0.6 mL injection, 0.6 mL syringe

Highly Specialised Drugs Program (Public Hospital)

Additions
Addition — Item

12840T
12877R
12900Y
12880X
12908J
12854M
12876Q
12884D
12898W
12856P
12883C

ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

ECULIZUMAB, eculizumab 300 mg/30 mL injection, 30 mL vial (Soliris)

ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL cartridges (Enbrel)
METHOXSALEN, methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials (Uvadex)
METHOXSALEN, methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials (Uvadex)
RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)
RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris)
RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)
RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris)

Addition — Equivalence Indicator

12735G
5735W
12675D
5733R

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

Addition — Note

12735G ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)
5735W ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)
12675D ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)
5733R ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)
Deletions

Deletion — Brand

12144E APO-Sildenafil PHT, TX — SILDENAFIL, sildenafil 20 mg tablet, 90

9547L APO-Sildenafil PHT, TX — SILDENAFIL, sildenafil 20 mg tablet, 90

9568N APO-Valaciclovir, TX — VALACICLOVIR, valaciclovir 500 mg tablet, 100
Alterations

Alteration — Manufacturer Code

12417M Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe
12435L Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe
12695E Amgevita — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe

AN
AN
AN
AN
AN

From
AN

AN
AN

X
X
X
X
X

To
X

X
X
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12348X Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN TX

12355G Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN TX
12698H Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN TX
12733E Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN TX
9662M Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes AN TX
9663N Amgevita — ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices AN X

Advance Notices

1 April 2022

Deletion — Brand

9514R Neulasta, JU — PEGFILGRASTIM, pegfilgrastim 6 mg/0.6 mL injection, 0.6 mL syringe

9514R Tezmota, JX — PEGFILGRASTIM, pegfilgrastim 6 mg/0.6 mL injection, 0.6 mL syringe

Highly Specialised Drugs Program (Community Access)

Deletions
Deletion — Brand
10279B Entecavir APOTEX, TX — ENTECAVIR, entecavir 500 microgram tablet, 30

10353X Entecavir APOTEX, TX — ENTECAVIR, entecavir 1 mg tablet, 30

IVF Program

Additions

Addition — Item

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

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

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

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

Addition — Note
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)

Repatriation Pharmaceutical Benefits

Deletions
Deletion — Brand
4179Y APO-Clopidogrel, TX — CLOPIDOGREL, clopidogrel 75 mg tablet, 28

4591P APO-Gabapentin, TX — GABAPENTIN, gabapentin 100 mg capsule, 100
4591P Gabapentin Aspen 100, RW — GABAPENTIN, gabapentin 100 mg capsule, 100
4592Q APO-Gabapentin, TX — GABAPENTIN, gabapentin 300 mg capsule, 100
4592Q Gabapentin Aspen 300, RW — GABAPENTIN, gabapentin 300 mg capsule, 100
4593R APO-Gabapentin, TX — GABAPENTIN, gabapentin 400 mg capsule, 100
4593R Gabapentin Aspen 400, RW — GABAPENTIN, gabapentin 400 mg capsule, 100
4594T APO-Gabapentin, TX — GABAPENTIN, gabapentin 600 mg tablet, 100

4594T Gabapentin Aspen 600, RW — GABAPENTIN, gabapentin 600 mg tablet, 100
4595W APO-Gabapentin, TX — GABAPENTIN, gabapentin 800 mg tablet, 100
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4595W Gabapentin Aspen 800, RW — GABAPENTIN, gabapentin 800 mg tablet, 100
4584G APO-Sildenafil, TX — SILDENAFIL, sildenafil 25 mg tablet, 4

4585H APO-Sildenafil, TX — SILDENAFIL, sildenafil 50 mg tablet, 4

4586J APO-Sildenafil, TX — SILDENAFIL, sildenafil 100 mg tablet, 4
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General Pharmaceutical Benefits

» ACALABRUTINIB

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 For the purposes of administering this restriction, current Bruton tyrosine kinase inhibitors are: acalabrutinib, ibrutinib,
zanubrutinib

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

Mantle cell ymphoma

Treatment Phase: Initial treatment

Clinical criteria:

¢ The condition must have relapsed or be refractory to at least one prior therapy, AND

¢ Patient must have a WHO performance status of 0 or 1, AND

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

¢ Patient must be untreated with Bruton tyrosine kinase inhibitor therapy; OR

o Patient must have developed intolerance to another Bruton tyrosine kinase inhibitor of a severity necessitating permanent
treatment withdrawal, when treated for this PBS indication.

Authority required

Mantle cell ymphoma

Treatment Phase: Continuing treatment

Clinical criteria:

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

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

¢ Patient must not have developed disease progression while being treated with this drug for this condition.

Authority required

Mantle cell ymphoma

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements

Clinical criteria:

o Patient must have received treatment with this drug prior to 1 February 2022, AND

e The condition must have relapsed or be refractory to at least one prior therapy prior to initiating non-PBS-subsidised
treatment with this drug for this condition, AND

¢ Patient must have had a WHO performance status of 0 or 1 at the time non-PBS-subsidised treatment with this drug for
this condition was initiated, AND

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

o Patient must have been untreated with Bruton tyrosine kinase inhibitor therapy at treatment initiation with this drug; OR

¢ Patient must have developed intolerance to another Bruton tyrosine kinase inhibitor of a severity necessitating permanent
treatment withdrawal, when treated for this PBS indication, AND

o Patient must not have developed disease progression while being treated with this drug for this condition.

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.

acalabrutinib 100 mg capsule, 56
12826C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 8218.96 4250  Calquence [AP]

= DASATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - THIRD-LINE THERAPY
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for all phases of chronic myeloid leukaemia (CML) in the third-line treatment setting.
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Where the term TKI agent appears in the following notes and restrictions it refers to dasatinib or nilotinib.

Patients are eligible for PBS-subsidised third-line treatment of CML if they have experienced treatment failure in the second-
line treatment setting.

Patients are eligible for PBS-subsidised treatment with either dasatinib or nilotinib if they have not failed prior PBS-
subsidised treatment with either dasatinib or nilotinib in the first-line or second-line treatment setting. Patients are eligible for
PBS-subsidised treatment with either dasatinib or nilotinib at any one time and must not be receiving concomitant interferon
alfa therapy. Eligible patients may only swap between these agents if they have not failed prior PBS-subsidised treatment
with that agent and may only occur for reasons of intolerance.

Dasatinib is PBS-subsidised for all phases of CML (chronic, accelerated and blast phase) in the third-line treatment setting.
Nilotinib is PBS-subsidised for chronic and accelerated phase CML in the third-line setting. Nilotinib is not approved for
patients in blast crisis in any (first, second, third-line) treatment setting.

Imatinib is not approved for third-line treatment of CML.

1. Initial third-line treatment

Third-line treatment with a TKI can only be approved when imatinib has been used for first-line treatment. Patients will only
be approved for PBS-subsidised treatment with one third-line agent.

2. Continuing treatment for third-line treatment

For continuing applications, patients must demonstrate response to PBS-subsidised treatment as follows:

(i) within 18 months of the commencement of treatment, at which time patients in whom a major cytogenetic response or
peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) has been demonstrated
may receive authorisation for a further 12 months of treatment; and

(ii) at no greater than 12 month intervals thereafter, to demonstrate that the major cytogenetic response or peripheral blood
BCR-ABL level of less than 1% has been sustained.

All pathology reports must be documented in the patient's medical records.

3. Authority approval requirements

Response criteria to initial treatment with dasatinib or nilotinib:

For the purposes of assessing response to PBS-subsidised treatment with dasatinib or nilotinib, either cytogenetic analysis
indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or
quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale,
must be conducted and the result must be documented in the patient's medical records. For bone marrow analyses, where
the standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of
less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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).

Authority required (STREAMLINED)

12522

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment - third-line therapy

Clinical criteria:

¢ Patient must have received initial PBS-subsidised treatment with this drug as a third-line therapy for this condition, AND

¢ Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

¢ Patient must have achieved a peripheral blood level of BCR-ABL of less than 1% in the preceding 18 months and
thereafter at 12 monthly intervals, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.
A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on
the international scale [see Note explaining requirements] must be documented in the patient's medical records.

dasatinib 70 mg tablet, 60

12866E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 3981.76 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]
@ TE-DASATINIB [TI]
dasatinib 100 mg tablet, 30
12842X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 324711 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]

@ DASATINIB-TEVA [TB]
@ TE-DASATINIB [TI]

@ Sprycel [BQ]
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dasatinib 50 mg tablet, 60

12857Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 3247.11 42.50 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 20 mg tablet, 60

12888H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 2031.14 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

* DASATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - FIRST-LINE THERAPY
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia (CML) in the first line treatment setting.
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent.
1. Initial First-line treatment
A patient will be able to be prescribed any of imatinib mesilate, dasatinib or nilotinib within the initial 18 month treatment
period, as long as only one agent is used at a time and providing the patient has not failed to respond to any one of these
TKis.
During the initial 18 month treatment period, switching between approved first-line agents may only occur for reasons of
intolerance, not failure to respond.
2. Continuing First-line treatment
Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% on the
international scale (Blood 108:28-37,2006) to receive continuing therapy.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.
During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for
prescription of second-line agents.
Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib no approval
will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid leukaemia, where that patient has at
any time failed to meet the response criteria whilst on that TKI agent.
3. Authority approval requirements
Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or nilotinib: For the purposes of assessing
response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib either cytogenetic analysis indicating the
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be conducted
and the results must be documented in the patient's medical records. For bone marrow analyses, where the standard
karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by the use of
fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with imatinib, dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL
level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).
4. Definitions of response
A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.
5. Definitions of loss of response
Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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).

Authority required (STREAMLINED)

12565

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment - first-line therapy

Clinical criteria:

e The condition must be in the chronic phase, AND

o Patient must have received initial PBS-subsidised treatment with this drug as a first-line therapy for this condition; OR

o Patient must have experienced intolerance, not a failure to respond, to continuing PBS-subsidised first-line treatment with
imatinib for this condition; OR
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¢ Patient must have experienced intolerance, not a failure to respond, to continuing PBS-subsidised first-line treatment with
nilotinib for this condition, AND

¢ Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

¢ Patient must have achieved a peripheral blood level of BCR-ABL of less than 1% in the preceding 18 months and
thereafter at 12 monthly intervals, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on

the international scale [see Note explaining requirements] must be documented in the patient's medical records.

dasatinib 70 mg tablet, 60

12890K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 3981.76 42.50 2@ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 100 mg tablet, 30

12889J Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 324711 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 50 mg tablet, 60

12843Y Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 324711 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 20 mg tablet, 60

12869H Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 2031.14 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

= DASATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - THIRD-LINE THERAPY

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for all phases of chronic myeloid leukaemia (CML) in the third-line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to dasatinib or nilotinib.

Patients are eligible for PBS-subsidised third-line treatment of CML if they have experienced treatment failure in the second-
line treatment setting.

Patients are eligible for PBS-subsidised treatment with either dasatinib or nilotinib if they have not failed prior PBS-
subsidised treatment with either dasatinib or nilotinib in the first-line or second-line treatment setting. Patients are eligible for
PBS-subsidised treatment with either dasatinib or nilotinib at any one time and must not be receiving concomitant interferon
alfa therapy. Eligible patients may only swap between these agents if they have not failed prior PBS-subsidised treatment
with that agent and may only occur for reasons of intolerance.

Dasatinib is PBS-subsidised for all phases of CML (chronic, accelerated and blast phase) in the third-line treatment setting.
Nilotinib is PBS-subsidised for chronic and accelerated phase CML in the third-line setting. Nilotinib is not approved for
patients in blast crisis in any (first, second, third-line) treatment setting.

Imatinib is not approved for third-line treatment of CML.

1. Initial third-line treatment

Third-line treatment with a TKI can only be approved when imatinib has been used for first-line treatment. Patients will only
be approved for PBS-subsidised treatment with one third-line agent.

2. Continuing treatment for third-line treatment

For continuing applications, patients must demonstrate response to PBS-subsidised treatment as follows:

(i) within 18 months of the commencement of treatment, at which time patients in whom a major cytogenetic response or
peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) has been demonstrated
may receive authorisation for a further 12 months of treatment; and

(i) at no greater than 12 month intervals thereafter, to demonstrate that the major cytogenetic response or peripheral blood
BCR-ABL level of less than 1% has been sustained.

All pathology reports must be documented in the patient's medical records.

3. Authority approval requirements

Response criteria to initial treatment with dasatinib or nilotinib:

For the purposes of assessing response to PBS-subsidised treatment with dasatinib or nilotinib, either cytogenetic analysis
indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or
quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale,
must be conducted and the result must be documented in the patient's medical records. For bone marrow analyses, where
the standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of
less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response
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A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.
5. Definitions of loss of response
Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - third-line therapy

Clinical criteria:

e The condition must be in the chronic phase; OR

e The condition must be in the accelerated phase; OR

e The condition must be in the blast phase, AND

o Patient must not have failed PBS-subsidised treatment with this drug for this condition in the first-line setting; OR

o Patient must not have failed PBS-subsidised treatment with this drug for this condition in the second-line setting, AND

¢ Patient must have documented failure with an adequate trial of PBS-subsidised first-line treatment with imatinib for this
condition, AND

¢ Patient must have failed an adequate trial of PBS-subsidised second-line treatment with nilotinib for this condition, AND

e The treatment must not exceed a total maximum of 18 months of therapy with PBS-subsidised treatment with a tyrosine
kinase inhibitor for this condition under this restriction, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Failure of an adequate trial of nilotinib is defined as:

(i) Lack of response to second line nilotinib therapy, defined as either:

- failure to achieve a haematological response after a minimum of 3 months therapy with nilotinib for patients initially treated

in chronic phase; or

- failure to achieve any cytogenetic response after a minimum of 6 months therapy with nilotinib for patients initially treated

in chronic phase as demonstrated on bone marrow biopsy by presence of greater than 95% Philadelphia chromosome

positive cells; or

- failure to achieve a major cytogenetic response or a peripheral blood BCR-ABL level of less than 1% after a minimum of 12

months therapy with nilotinib; OR

ii) Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph

positive cells on bone marrow biopsy), during ongoing nilotinib therapy; OR

(iii) Loss of a previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing

consecutively in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing

nilotinib therapy; OR

(iv) Development of accelerated phase or blast crisis in a patient previously prescribed nilotinib for any phase of chronic

myeloid leukaemia.

Accelerated phase is defined by the presence of 1 or more of the following:

(1) Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 15% but less than 30%; or

(2) Percentage of blasts plus promyelocytes in the peripheral blood or bone marrow greater than or equal to 30%, provided

that blast count is less than 30%; or

(3) Peripheral basophils greater than or equal to 20%; or

(4) Progressive splenomegaly to a size greater than or equal to 10 cm below the left costal margin to be confirmed on 2

occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size below the left costal margin over 4

weeks; or

(5) Karyotypic evolution (chromosomal abnormalities in addition to a single Philadelphia chromosome); OR

Blast crisis is defined as either:

(1) Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 30%; or

(2) Extramedullary involvement other than spleen and liver; OR

(v) Disease progression (defined as a greater than or equal to 50% increase in peripheral white blood cell count, blast count,

basophils or platelets) during nilotinib therapy in patients with accelerated phase or blast crisis chronic myeloid leukaemia.

Patients should be commenced on a dose of dasatinib of at least 100 mg (base) daily. Continuing therapy is dependent on

patients demonstrating a major cytogenetic response to dasatinib therapy or a peripheral blood BCR-ABL level of less than

1% within 18 months and thereafter at 12 monthly intervals.

A bone marrow biopsy pathology report demonstrating the patient has active chronic myeloid leukaemia, either manifest as

cytogenetic evidence of the Philadelphia chromosome, or RT-PCR level of BCR-ABL transcript greater than 0.1% on the

international scale either on peripheral blood or bone marrow must be documented in the patient's medical records.

Pathology report(s) confirming a loss of response to imatinib and nilotinib, from an Approved Pathology Authority or details

of the dates of assessment in the case of progressive splenomegaly or extramedullary involvement must be documented in

the patient's medical records.
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dasatinib 70 mg tablet, 60

12886F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 3981.76 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 100 mg tablet, 30

12902C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 324711 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 50 mg tablet, 60

12865D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 324711 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 20 mg tablet, 60

12849G Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 2031.14 42.50 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

» DASATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - SECOND-LINE THERAPY

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for all phases of chronic myeloid leukaemia (CML) in the second-line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to dasatinib or nilotinib.

Patients are eligible for PBS-subsidised second-line treatment of CML if they have experienced treatment failure in the first-
line treatment setting.

Patients are eligible for PBS-subsidised treatment with either dasatinib or nilotinib if they have not failed prior PBS-
subsidised treatment with either dasatinib or nilotinib in the first-line treatment setting. Patients are eligible for PBS-
subsidised treatment with either dasatinib or nilotinib at any one time and must not be receiving concomitant interferon alfa
therapy. Eligible patients may only swap between these agents if they have not failed prior PBS-subsidised treatment with
that agent and may only occur for reasons of intolerance.

Dasatinib is PBS-subsidised for all phases of CML (chronic, accelerated and blast phase) in the second-line treatment
setting.

Nilotinib is PBS-subsidised for chronic and accelerated phase CML in the second-line setting. Nilotinib is not approved for
patients in blast crisis in any (first, second, third-line) treatment setting.

Imatinib is not approved for second-line treatment of CML.

1. Initial second-line treatment

A patient will be able to be prescribed either dasatinib or nilotinib within the initial 18 month treatment period as second-line
therapy, as long as only one agent is approved at a time and providing the patient did not fail that drug as first-line therapy.
During the initial 18 month treatment period, switching between approved second-line agents may only occur for reasons of
intolerance, not failure of response.

2. Continuing treatment for second-line treatment

For continuing applications, patients must demonstrate response to PBS-subsidised treatment as follows:

(i) within 18 months of the commencement of treatment, at which time patients in whom a major cytogenetic response or
peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108:28-37,2006) has been demonstrated
may receive authorisation for a further 12 months of treatment; and

(ii) at no greater than 12 month intervals thereafter, to demonstrate that the major cytogenetic response or peripheral blood
BCR-ABL level of less than 1% has been sustained.

All pathology reports must be documented in the patient's medical records.

During second line continuing treatment beyond the initial 18 month treatment period, switching between approved second
line TKI agents may only occur for reason of intolerance. Where there is failure of response, switching may only occur
through application for prescription of a third line agent.

3. Authority approval requirements

Response criteria to initial treatment with dasatinib or nilotinib:

For the purposes of assessing response to PBS-subsidised treatment with dasatinib or nilotinib, either cytogenetic analysis
indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or
quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale,
must be conducted and the results must be documented in the patient's medical records. For bone marrow analyses, where
the standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of
less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.
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5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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).

Authority required (STREAMLINED)

12530

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment - second-line therapy

Clinical criteria:

¢ Patient must have received initial PBS-subsidised treatment with this drug as a second-line therapy for this condition; OR

¢ Patient must have experienced intolerance, not a failure to respond, to PBS-subsidised second-line treatment with
nilotinib for this condition, AND

¢ Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

e Patient must have achieved a peripheral blood level of BCR-ABL of less than 1% in the preceding 18 months and
thereafter at 12 monthly intervals, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on

the international scale [see Note explaining requirements] must be documented in the patient's medical records.

dasatinib 70 mg tablet, 60

12903D Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 3981.76 42.50 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 100 mg tablet, 30

12859T Max.Qty Packs No.of Rpts ~ Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 3247.11 42.50 2@ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 50 mg tablet, 60

12860V Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 3247.11 42.50 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 20 mg tablet, 60

12850H Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 2031.14 42.50 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

= DASATINIB
Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - FIRST-LINE THERAPY

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia (CML) in the first line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent.

1. Initial First-line treatment

A patient will be able to be prescribed any of imatinib mesilate, dasatinib or nilotinib within the initial 18 month treatment
period, as long as only one agent is used at a time and providing the patient has not failed to respond to any one of these
TKis.

During the initial 18 month treatment period, switching between approved first-line agents may only occur for reasons of
intolerance, not failure to respond.

2. Continuing First-line treatment

Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% on the
international scale (Blood 108:28-37,2006) to receive continuing therapy.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for
prescription of second-line agents.

Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib no approval
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will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid leukaemia, where that patient has at
any time failed to meet the response criteria whilst on that TKI agent.

3. Authority approval requirements

Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or nilotinib: For the purposes of assessing
response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib either cytogenetic analysis indicating the
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be conducted
and the results must be documented in the patient's medical records. For bone marrow analyses, where the standard
karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by the use of
fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with imatinib, dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL
level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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

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

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - first-line therapy

Clinical criteria:

e Patient must have a primary diagnosis of chronic myeloid leukaemia, AND
e The condition must be in the chronic phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

o Patient must not have previously experienced a failure to respond to PBS-subsidised first-line treatment with this drug for
this condition; OR

¢ Patient must have experienced intolerance, not a failure to respond, to initial PBS-subsidised treatment with imatinib as a
first-line therapy for this condition; OR

o Patient must have experienced intolerance, not a failure to respond, to initial PBS-subsidised treatment with nilotinib as a
first-line therapy for this condition, AND

e The treatment must not exceed a total maximum of 18 months of therapy with PBS-subsidised treatment with a tyrosine
kinase inhibitor for this condition under this restriction, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Applications under this restriction will be limited to provide patients with a maximum of 18 months of therapy with dasatinib,
imatinib or nilotinib from the date the first application for initial treatment was approved.

Patients should be commenced on a dose of dasatinib of 100 mg (base) daily. Continuing therapy is dependent on patients
demonstrating a response to dasatinib therapy following the initial 18 months of treatment and at 12 monthly intervals
thereafter.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow
supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report
documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the
patient's medical records.

The expression of the Philadelphia chromosome should be confirmed through cytogenetic analysis by standard karyotyping;
or if standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be documented in the patient's
medical records.

dasatinib 70 mg tablet, 60

1415L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 3981.76 42.50 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 100 mg tablet, 30

1416M Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 324711 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
@ DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]
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dasatinib 50 mg tablet, 60

1381Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 324711 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
@ DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 20 mg tablet, 60

1354G Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 2031.14 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
@ DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

* DASATINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - SECOND-LINE THERAPY
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for all phases of chronic myeloid leukaemia (CML) in the second-line treatment setting.
Where the term TKI agent appears in the following notes and restrictions it refers to dasatinib or nilotinib.
Patients are eligible for PBS-subsidised second-line treatment of CML if they have experienced treatment failure in the first-
line treatment setting.
Patients are eligible for PBS-subsidised treatment with either dasatinib or nilotinib if they have not failed prior PBS-
subsidised treatment with either dasatinib or nilotinib in the first-line treatment setting. Patients are eligible for PBS-
subsidised treatment with either dasatinib or nilotinib at any one time and must not be receiving concomitant interferon alfa
therapy. Eligible patients may only swap between these agents if they have not failed prior PBS-subsidised treatment with
that agent and may only occur for reasons of intolerance.
Dasatinib is PBS-subsidised for all phases of CML (chronic, accelerated and blast phase) in the second-line treatment
setting.
Nilotinib is PBS-subsidised for chronic and accelerated phase CML in the second-line setting. Nilotinib is not approved for
patients in blast crisis in any (first, second, third-line) treatment setting.
Imatinib is not approved for second-line treatment of CML.
1. Initial second-line treatment
A patient will be able to be prescribed either dasatinib or nilotinib within the initial 18 month treatment period as second-line
therapy, as long as only one agent is approved at a time and providing the patient did not fail that drug as first-line therapy.
During the initial 18 month treatment period, switching between approved second-line agents may only occur for reasons of
intolerance, not failure of response.
2. Continuing treatment for second-line treatment
For continuing applications, patients must demonstrate response to PBS-subsidised treatment as follows:
(i) within 18 months of the commencement of treatment, at which time patients in whom a major cytogenetic response or
peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108:28-37,2006) has been demonstrated
may receive authorisation for a further 12 months of treatment; and
(ii) at no greater than 12 month intervals thereafter, to demonstrate that the major cytogenetic response or peripheral blood
BCR-ABL level of less than 1% has been sustained.
All pathology reports must be documented in the patient's medical records.
During second line continuing treatment beyond the initial 18 month treatment period, switching between approved second
line TKI agents may only occur for reason of intolerance. Where there is failure of response, switching may only occur
through application for prescription of a third line agent.
3. Authority approval requirements
Response criteria to initial treatment with dasatinib or nilotinib:
For the purposes of assessing response to PBS-subsidised treatment with dasatinib or nilotinib, either cytogenetic analysis
indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or
quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale,
must be conducted and the results must be documented in the patient's medical records. For bone marrow analyses, where
the standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of
less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).
4. Definitions of response
A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.
5. Definitions of loss of response
Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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

Authority required
Chronic Myeloid Leukaemia (CML)
Treatment Phase: Initial treatment - second-line therapy
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Clinical criteria:

e The condition must be in the chronic phase; OR

e The condition must be in the accelerated phase; OR

¢ The condition must be in the blast phase, AND

¢ Patient must not have failed PBS-subsidised treatment with this drug for this condition in the first-line setting, AND

¢ Patient must have failed an adequate trial of PBS-subsidised first-line treatment with imatinib for this condition; OR

¢ Patient must have failed an adequate trial of PBS-subsidised first-line treatment with nilotinib for this condition; OR

¢ Patient must have experienced intolerance, not a failure to respond, to PBS-subsidised second-line treatment with
nilotinib for this condition, AND

e The treatment must not exceed a total maximum of 18 months of therapy with PBS-subsidised treatment with a tyrosine
kinase inhibitor for this condition under this restriction, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Failure of an adequate trial of imatinib or nilotinib is defined as:

(i) Lack of response to initial imatinib or nilotinib therapy, defined as either:

- failure to achieve a haematological response after a minimum of 3 months therapy with imatinib or nilotinib for patients

initially treated in chronic phase; or

- failure to achieve any cytogenetic response after a minimum of 6 months therapy with imatinib or nilotinib for patients

initially treated in chronic phase as demonstrated on bone marrow biopsy by presence of greater than 95% Philadelphia

chromosome positive cells; or

- failure to achieve a major cytogenetic response or a peripheral blood BCR-ABL level of less than 1% after a minimum of 12

months therapy with imatinib or nilotinib; OR

(i) Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph

positive cells on bone marrow biopsy), during ongoing imatinib or nilotinib therapy; OR

(i) Loss of a previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing

consecutively in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing

imatinib or nilotinib therapy; OR

(iv) Development of accelerated phase or blast crisis in a patient previously prescribed imatinib or nilotinib for any phase of

chronic myeloid leukaemia.

Accelerated phase is defined by the presence of 1 or more of the following:

(1) Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 15% but less than 30%; or

(2) Percentage of blasts plus promyelocytes in the peripheral blood or bone marrow greater than or equal to 30%, provided

that blast count is less than 30%; or

(3) Peripheral basophils greater than or equal to 20%; or

(4) Progressive splenomegaly to a size greater than or equal to 10 cm below the left costal margin to be confirmed on 2

occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size below the left costal margin over 4

weeks; or

(5) Karyotypic evolution (chromosomal abnormalities in addition to a single Philadelphia chromosome);

Blast crisis is defined as either:

(1) Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 30%; or

(2) Extramedullary involvement other than spleen and liver; OR

(v) Disease progression (defined as a greater than or equal to 50% increase in peripheral white blood cell count, blast count,

basophils or platelets) during first-line imatinib or nilotinib therapy in patients with accelerated phase or blast crisis chronic

myeloid leukaemia.

Patients should be commenced on a dose of dasatinib of at least 100 mg (base) daily. Continuing therapy is dependent on

patients demonstrating a major cytogenetic response to dasatinib therapy or a peripheral blood BCR-ABL level of less than

1% within 18 months and thereafter at 12 monthly intervals.

A bone marrow biopsy pathology report demonstrating the patient has active chronic myeloid leukaemia, either manifest as

cytogenetic evidence of the Philadelphia chromosome, or RT-PCR level of BCR-ABL transcript greater than 0.1% on the

international scale either on peripheral blood or bone marrow must be documented in the patient's medical records.

Pathology report(s) confirming a loss of response to imatinib or nilotinib, from an Approved Pathology Authority or details of

the dates of assessment in the case of progressive splenomegaly or extramedullary involvement must be documented in the

patient's medical records.

dasatinib 70 mg tablet, 60

2485T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 3981.76 42.50 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 100 mg tablet, 30

9342Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 324711 42.50 @ Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
@ DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

dasatinib 50 mg tablet, 60

2482P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 3247.11 42.50 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]
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dasatinib 20 mg tablet, 60

2478K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 2031.14 42.50 2 Dasatinib ARX [XT] @ Dasatinib Dr.Reddy's [RI]
2 DASATINIB-TEVA [TB] @ Sprycel [BQ]

@ TE-DASATINIB [TI]

» ETANERCEPT
Note TREATMENT OF ADULT PATIENTS WITH A HISTORY OF JUVENILE IDIOPATHIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
etanercept and tocilizumab for a patient over 18 years who has a history of juvenile idiopathic arthritis with onset prior to the
age of 18 years. Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, etanercept
and tocilizumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time.
From 1 April 2014, a patient receiving PBS-subsidised biological medicine therapy is considered to be in a treatment cycle
where they may swap to an alternate biological medicine without having to experience a disease flare. Under these
interchangeability arrangements, within a single treatment cycle, a patient may:
(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a
response to therapy; and
(i) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological
medicine if they wish to continue PBS-subsidised biological treatment.
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single treatment cycle and they must have, at a minimum, a 5 year break in PBS-subsidised biological medicine therapy
before they are eligible to receive further PBS-subsidised biological medicine therapy.
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new
treatment cycle.
A patient who received PBS-subsidised biological medicine treatment immediately prior to 1 April 2014 is considered to be
in their first cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 24 months
immediately prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the
Initial 3 treatment restriction
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of
less than 24 months may commence a further course of treatment within the same treatment cycle under the Initial 2
treatment restriction.
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of
more than 24 months must commence a new treatment cycle under the Initial 3 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine therapy after 1 April 2014.
(1) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 - New patient); or
(i) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an
alternate medicine (Initial 2 - Change or recommencement of treatment after a break in biological medicine of less than 24
months) [further details are under 'Swapping therapy' below]; or
(i) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 24 months with the same medicine (Initial 2 - Change or recommencement of treatment after a break in
biological medicine therapy of less than 24 months); or
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 24 months (Initial 3 - recommencement of treatment after a break in biological medicine of more than 24 months).
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy.
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment.
(2) 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.
It is recommended that a patient be 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.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not 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.
Adalimumab and infliximab only:
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing
treatment restrictions with that drug providing they continue to sustain the response.
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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.
(3) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to requalify with respect to the indices of disease severity (joint count and ESR/CRP) or
the prior non-biological medicine therapy requirements, except if the patient has had a break in therapy of more than 24
months who would then need to requalify under the Initial 3 restrictions with respect to the indices of disease severity.
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 the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
(4) 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 joint count submitted with the first authority application for a biological medicine. However, prescribers
may provide a new baseline measurement any time that 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.
(5) Recommencement of treatment after 24 months break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological
medicine therapy of at least 24 months, must qualify under the Initial 3 restriction and meet the relevant criteria and index of
disease severity.

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

Severe active juvenile idiopathic arthritis

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

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

Clinical criteria:

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

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

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Population criteria:

o Patient must be aged 18 years or older.

An adequate response to treatment is defined as:

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

from baseline;

AND either of the following:

a) an active joint count of fewer than 10 active (swollen and tender) joints; or

b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or

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

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

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

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

overgrowth).

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

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

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

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

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

(1) completed authority prescription form(s); and

(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.

Where the most recent course of PBS-subsidised treatment with this drug was approved under either Initial 1, Initial 2, or

Initial 3 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.

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.

—_— e~~~
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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.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

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

Severe active juvenile idiopathic arthritis

Treatment Phase: Continuing Treatment - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

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

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug for this condition under the 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.
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
12852K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
3449\ Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
3450N Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 1050.14 42.50 2 Enbrel [PF]

* ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adults with severe active rheumatoid arthritis. Where the term biological medicine appears in the following
notes and restrictions it refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab), the chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor
(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib,
upadacitinib).
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.
In order to be eligible to receive PBS-subsidised treatment with rituximab, a patient must have already failed to demonstrate
a response to at least 1 course of treatment with a PBS-subsidised TNF-alfa antagonist.
A patient receiving PBS-subsidised biological medicine therapy may swap to an alternate biological medicine without having
to experience a disease flare. Under these interchangeability arrangements:
- a patient may continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to
show a response to therapy,
- a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological medicine more than once, and
- once a patient has either failed or ceased to respond to treatment 5 times, they will not be eligible to receive further PBS-
subsidised biological medicines for the treatment of rheumatoid arthritis.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
A patient whose most recent course of PBS-subsidised therapy was with rituximab and whose response to this treatment is
sustained for more than 12 months, may apply for a further course of rituximab under the Continuing treatment restriction.
A patient who has failed fewer than 5 biological medicines and who has a break in treatment of less than 24 months may
commence a further course of treatment with a biological medicine under Initial 2 treatment restriction. A patient who has
failed fewer than 5 biological medicines and who has had a break in therapy of longer than 24 months may commence a
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further course of treatment with a biological medicine under the Initial 3 treatment restriction. The length of a treatment break
is measured from the date the most recent treatment with PBS-subsidised biological medicine treatment is stopped to the
date of the new application for treatment with a biological medicine.

(1) How to prescribe PBS-subsidised biological medicine therapy after 1 April 2019.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment and wishes to commence such therapy,
excluding rituximab (Initial 1 - new patient); or

(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 biological medicine of less than 24
months) [further details are under 'Swapping therapy' below]; or

(iii) a patient wishes to re-commence treatment with a specific biological medicine following a break of less than 24 months
in PBS-subsidised therapy with that agent (Initial 2 - change or recommencement of treatment after a break in biological
medicine of less than 24 months).

(iv) a patient wishes to re-commence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 24 months (Initial 3 - re-commencement of treatment after a break in biological medicine of more than 24 months)
Initial applications for a new patient (Initial 1) must include a joint count and ESR and/or CRP measured at the completion of
the 6-month intensive DMARD trial, but prior to ceasing DMARD therapy.

Initial treatment authorisations will be limited to provide a maximum of 16 weeks of therapy for abatacept, adalimumab,
baricitinib, etanercept, golimumab, tocilizumab, tofacitinib and upadacitinib, 18 to 20 weeks of therapy with certolizumab
pegol (depending upon the dosing regimen), 22 weeks of therapy for infliximab (either treatment with infliximab intravenous
(IV) form alone or a combination of IV and subcutaneous form) and 2 infusions of rituximab.

Patients must be assessed for response to any course of initial PBS-subsidised biological therapy following a minimum of 12
weeks of therapy, and this assessment must be conducted no later than 4 weeks from the completion of that course.
Where a response assessment is not provided with subsequent applications, 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.

Abatacept patients:

A patient is eligible to receive one I.V. loading dose when commencing treatment with the subcutaneous formulation. Two
prescriptions are required, the first prescription for the 1.V. loading dose for sufficient vials for one dose based on the
patient's weight with no repeats.

The second prescription for the subcutaneous formulation, with a maximum quantity of 4 and up to 3 repeats, must be
submitted with the initial application.

Infliximab subcutaneous form only:

Initial treatment to subcutaneous form of infliximab should be permitted after administration of at least 2 initial intravenous
infusions of infliximab. A maximum quantity and number of repeats to provide form weeks 6, 8, 10, 12, 14 and 16 will be
authorised.

Rituximab patients:

Subsequent applications may be submitted to Services Australia with new baselines if appropriate.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine (excluding rituximab), 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. It is recommended that a patient be 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.

Adalimumab and Infliximab only:

Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing
treatment restrictions with that drug providing they continue to sustain the response.

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.

Infliximab patients:

A patient may swap between the intravenous form and subcutaneous form of infliximab at any time under the continuing
treatment restrictions provided the patient has demonstrated adequate response to treatment with infliximab.

Rituximab patients:

A patient may qualify to receive a further course of treatment (every 24 weeks) with this agent providing they have
demonstrated an adequate response to treatment following a minimum of 12 weeks after the first infusion of their most
recent treatment with rituximab. The patient remains eligible to receive a course of rituximab every 24 weeks providing they
continue to demonstrate a response as specified in the restriction. Where a response assessment is not conducted within
these timeframes, the patient will be deemed to have failed to respond to treatment with that biological medicine.

(2) Swapping therapy

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine 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 joint count) or the prior non- biological medicine
therapy requirements except if the patient has had a break in therapy of more than 24 months who would need to requalify
with respect to the indices of disease severity. However the requirement for concomitant treatment with methotrexate, where
it applies, must be met for each biological medicine trialled.

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 agent, unless they have experienced a serious adverse reaction of a severity necessitating permanent
treatment withdrawal.

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.
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Abatacept:

A patient swapping from |.V. abatacept to subcutaneous abatacept will not be eligible for an I.V. loading dose when
commencing treatment with the subcutaneous formulation.

Rituximab:

In order to trial rituximab, a patient must have trialled and failed to demonstrate a response to at least 1 PBS-subsidised
TNF-alfa antagonist treatment.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they be assessed for response to every course of treatment, within the timeframes specified in the relevant
restriction.

PBS subsidy does not allow for patients to receive treatment with another PBS-subsidised biological medicine during the
required treatment-free period applying to patients who have demonstrated a response to their most recent course of
rituximab. This means that patients who have demonstrated a response to a course of rituximab must have a PBS-
subsidised biological medicine therapy treatment-free period of at least 22 weeks, immediately following the second infusion,
before swapping to an alternate biological medicine. Patients who fail to respond to rituximab and who qualify and wish to
trial a course of an alternate biological medicine may do so without having to have any treatment-free period.

(3) Baseline measurements to determine response.

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

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

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

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

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

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

Note 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

Severe active rheumatoid arthritis

Treatment Phase: First Continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

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

Clinical criteria:

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

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

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

Population criteria:

o Patient must be aged 18 years or older.

An adequate response to treatment is defined as:

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

from baseline;

AND either of the following:

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

active joints; or

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

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

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

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

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

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

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

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

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

(1) a completed authority prescription form(s); and

(2) a completed Rheumatoid Arthritis PBS Authority Application - Supporting Information Form.

It is recommended that an application for the continuing treatment is submitted to the Department of Human Services no

later than 1 month from the date of completion of the most recent course of treatment. This is to ensure continuity of

treatment for those who meet the continuing restriction for PBS-subsidised treatment with this drug for this condition.
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Where a response assessment is not provided, the patient will be deemed to have failed to respond to treatment with this
drug, unless the patient has experienced serious adverse reaction of a severity resulting in the necessity for permanent
withdrawal of treatment.

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

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

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

operation 8 a.m. to 5 p.m. 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

Severe active rheumatoid arthritis

Treatment Phase: Continuing treatment - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

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

Clinical criteria:

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

¢ 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.

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
12853L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.14 42.50 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes

9090K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 @ Brenzys [RF] 2 Enbrel [PF]
etanercept 50 mg/mL injection, 4 x 1 mL pen devices
9460X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 @ Brenzys [RF] 2 Enbrel [PF]
» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adults with severe active rheumatoid arthritis. Where the term biological medicine appears in the following
notes and restrictions it refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab), the chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor
(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib,
upadacitinib).

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

In order to be eligible to receive PBS-subsidised treatment with rituximab, a patient must have already failed to demonstrate
a response to at least 1 course of treatment with a PBS-subsidised TNF-alfa antagonist.

A patient receiving PBS-subsidised biological medicine therapy may swap to an alternate biological medicine without having
to experience a disease flare. Under these interchangeability arrangements:

- a patient may continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to
show a response to therapy,

- a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological medicine more than once, and
- once a patient has either failed or ceased to respond to treatment 5 times, they will not be eligible to receive further PBS-
subsidised biological medicines for the treatment of rheumatoid arthritis.

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

A patient whose most recent course of PBS-subsidised therapy was with rituximab and whose response to this treatment is
sustained for more than 12 months, may apply for a further course of rituximab under the Continuing treatment restriction.
A patient who has failed fewer than 5 biological medicines and who has a break in treatment of less than 24 months may
commence a further course of treatment with a biological medicine under Initial 2 treatment restriction. A patient who has
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failed fewer than 5 biological medicines and who has had a break in therapy of longer than 24 months may commence a
further course of treatment with a biological medicine under the Initial 3 treatment restriction. The length of a treatment break
is measured from the date the most recent treatment with PBS-subsidised biological medicine treatment is stopped to the
date of the new application for treatment with a biological medicine.

(1) How to prescribe PBS-subsidised biological medicine therapy after 1 April 2019.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised biological medicine treatment and wishes to commence such therapy,
excluding rituximab (Initial 1 - new patient); or

(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 biological medicine of less than 24
months) [further details are under 'Swapping therapy' below]; or

(iii) a patient wishes to re-commence treatment with a specific biological medicine following a break of less than 24 months
in PBS-subsidised therapy with that agent (Initial 2 - change or recommencement of treatment after a break in biological
medicine of less than 24 months).

(iv) a patient wishes to re-commence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 24 months (Initial 3 - re-commencement of treatment after a break in biological medicine of more than 24 months)
Initial applications for a new patient (Initial 1) must include a joint count and ESR and/or CRP measured at the completion of
the 6-month intensive DMARD trial, but prior to ceasing DMARD therapy.

Initial treatment authorisations will be limited to provide a maximum of 16 weeks of therapy for abatacept, adalimumab,
baricitinib, etanercept, golimumab, tocilizumab, tofacitinib and upadacitinib, 18 to 20 weeks of therapy with certolizumab
pegol (depending upon the dosing regimen), 22 weeks of therapy for infliximab (either treatment with infliximab intravenous
(IV) form alone or a combination of IV and subcutaneous form) and 2 infusions of rituximab.

Patients must be assessed for response to any course of initial PBS-subsidised biological therapy following a minimum of 12
weeks of therapy, and this assessment must be conducted no later than 4 weeks from the completion of that course.
Where a response assessment is not provided with subsequent applications, 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.

Abatacept patients:

A patient is eligible to receive one I.V. loading dose when commencing treatment with the subcutaneous formulation. Two
prescriptions are required, the first prescription for the 1.V. loading dose for sufficient vials for one dose based on the
patient's weight with no repeats.

The second prescription for the subcutaneous formulation, with a maximum quantity of 4 and up to 3 repeats, must be
submitted with the initial application.

Infliximab subcutaneous form only:

Initial treatment to subcutaneous form of infliximab should be permitted after administration of at least 2 initial intravenous
infusions of infliximab. A maximum quantity and number of repeats to provide form weeks 6, 8, 10, 12, 14 and 16 will be
authorised.

Rituximab patients:

Subsequent applications may be submitted to Services Australia with new baselines if appropriate.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine (excluding rituximab), 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. It is recommended that a patient be 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.

Adalimumab and Infliximab only:

Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing
treatment restrictions with that drug providing they continue to sustain the response.

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.

Infliximab patients:

A patient may swap between the intravenous form and subcutaneous form of infliximab at any time under the continuing
treatment restrictions provided the patient has demonstrated adequate response to treatment with infliximab.

Rituximab patients:

A patient may qualify to receive a further course of treatment (every 24 weeks) with this agent providing they have
demonstrated an adequate response to treatment following a minimum of 12 weeks after the first infusion of their most
recent treatment with rituximab. The patient remains eligible to receive a course of rituximab every 24 weeks providing they
continue to demonstrate a response as specified in the restriction. Where a response assessment is not conducted within
these timeframes, the patient will be deemed to have failed to respond to treatment with that biological medicine.

(2) Swapping therapy

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine 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 joint count) or the prior non- biological medicine
therapy requirements except if the patient has had a break in therapy of more than 24 months who would need to requalify
with respect to the indices of disease severity. However the requirement for concomitant treatment with methotrexate, where
it applies, must be met for each biological medicine trialled.

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 agent, unless they have experienced a serious adverse reaction of a severity necessitating permanent
treatment withdrawal.

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
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medicine if they have failed to respond to prior treatment with that drug.
Abatacept:
A patient swapping from 1.V. abatacept to subcutaneous abatacept will not be eligible for an I.V. loading dose when
commencing treatment with the subcutaneous formulation.
Rituximab:
In order to trial rituximab, a patient must have trialled and failed to demonstrate a response to at least 1 PBS-subsidised
TNF-alfa antagonist treatment.
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they be assessed for response to every course of treatment, within the timeframes specified in the relevant
restriction.
PBS subsidy does not allow for patients to receive treatment with another PBS-subsidised biological medicine during the
required treatment-free period applying to patients who have demonstrated a response to their most recent course of
rituximab. This means that patients who have demonstrated a response to a course of rituximab must have a PBS-
subsidised biological medicine therapy treatment-free period of at least 22 weeks, immediately following the second infusion,
before swapping to an alternate biological medicine. Patients who fail to respond to rituximab and who qualify and wish to
trial a course of an alternate biological medicine may do so without having to have any treatment-free period.
(3) Baseline measurements to determine response.
Determination of whether a response to treatment has been demonstrated must be based on the baseline measurements of
the joint count, ESR and/or CRP submitted with the first authority application for a biological medicine. However, prescribers
may provide new baseline measurements any time that an initial treatment authority application is submitted and the
eligibility for continuing treatment must be assessed according to these revised baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint
count is based on total active joints (i.e. more than 20 active joints), response must be determined according to the
reduction in the total number of active joints. Where the baseline is determined on total number of major joints, the response
must be determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for re-commencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

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

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

Note 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

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

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

Clinical criteria:

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

o Patient must not receive more than 24 weeks of treatment per subsequent continuing treatment course authorised under
this restriction.

Population criteria:

o Patient must be aged 18 years or older.

An adequate response to treatment is defined as:

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

from baseline;

AND either of the following:

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

active joints; or

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

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

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

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

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

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

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

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

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

(1) a completed authority prescription form(s); and

(2) a completed Rheumatoid Arthritis PBS Authority Application - Supporting Information Form.
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It is recommended that an application for the continuing treatment is submitted to the Department of Human Services no
later than 1 month from the date of completion of the most recent course of treatment. This is to ensure continuity of
treatment for those who meet the continuing restriction for PBS-subsidised treatment with this drug for this condition.
Where a response assessment is not provided, the patient will be deemed to have failed to respond to treatment with this
drug, unless the patient has experienced serious adverse reaction of a severity resulting in the necessity for permanent
withdrawal of treatment.

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

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services 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 Department of Human Services website at www.humanservices.gov.au
Applications for authority to prescribe should be forwarded to:
Department of Human Services
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Continuing treatment - balance of supply

Treatment criteria:

¢ Must be treated by a rheumatologist; OR

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

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition under the 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.

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
12863B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.14 42.50 2@ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes

11219L Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

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

11220M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 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.
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(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.
Grandfather patients (upadacitinib only)
A patient who commenced treatment with upadacitinib for ankylosing spondylitis prior to 1 October 2021 and who continues
to receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction.
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements will
only apply for the first treatment cycle.
For the second and subsequent cycles, a 'grandfather’ patient must qualify for continuing treatment under the criteria that
apply to a continuing patient.
(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.
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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:
¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND
o Patient must have demonstrated an adequate response to treatment with this drug, AND
e Patient must not receive more than 24 weeks of treatment under this restriction.
Population criteria:
o Patient must be 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 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 - 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:

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

¢ 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 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).

etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12870J Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 1050.14 42.50 @ Enbrel [PF]
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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 . 1050.14 42.50 @ Brenzys [RF] 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 . 1050.14 42.50 @ 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.

Grandfather patients (upadacitinib only)

A patient who commenced treatment with upadacitinib for ankylosing spondylitis prior to 1 October 2021 and who continues
to receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction.

A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements will
only apply for the first treatment cycle.

For the second and subsequent cycles, a 'grandfather’ patient must qualify for continuing treatment under the criteria that
apply to a continuing patient.

(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
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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
¢ 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:
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.
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:

¢ 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:

¢ 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).

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 . 1050.14 42.50 2 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 . 1050.14 42.50 2 Brenzys [RF] 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 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines adalimumab, certolizumab pegol, etanercept, golimumab, guselkumab, infliximab, ixekizumab, secukinumab,
tofacitinib, upadacitinib and ustekinumab for adult patients with severe active psoriatic arthritis. Therefore, where the term
'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept, golimumab,
guselkumab, infliximab, ixekizumab, secukinumab, tofacitinib, upadacitinib and ustekinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.
A patient receiving PBS-subsidised treatment for psoriatic arthritis is able to commence a treatment cycle where they may
trial biological medicines without having to experience a disease flare when swapping to the alternate biological medicine.
Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient who received PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, guselkumab, infliximab,
ixekizumab, secukinumab, tofacitinib or ustekinumab 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. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before they
are eligible to commence another cycle [further details are under '(5) Recommencement of treatment after a 5-year break in
PBS-subsidised therapy' below].
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the
new cycle.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than
5 years may commence a new treatment cycle under Initial 3 treatment restriction.
A patient who has failed fewer than 3 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 under Initial 2 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for severe active psoriatic arthritis.
(1) Initial treatment.
Applications for initial treatment should be made where:
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(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 - New patient); or
(i) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an
alternate medicine (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 medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).
(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) or
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab,
etanercept, golimumab secukinumab, tofacitinib and upadacitinib, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 20 weeks of therapy for guselkumab or ixekizumab, 22 weeks of therapy for
infliximab, and 28 weeks of therapy for ustekinumab. It is recommended that a patient be reviewed in the 4 weeks prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.
A patient must be assessed for response to a course of PBS-subsidised initial treatment following a minimum of 12 weeks of
therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is not
conducted within these timeframes, the patient will be deemed to have failed this course of treatment.
(2) 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. It is recommended that a patient be reviewed for response following
a minimum of 12 weeks of therapy and no later than the 4 weeks from the completion of the most recent course of treatment.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.
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.
(3) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements, except if the patient has had a break in therapy of more than 5 years who would need to requalify under the
Initial 3 treatment restriction with respect to the indices of disease severity.
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within a treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a time)
providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(i) they have not previously failed to respond to treatment 3 times in this treatment cycle with biological medicines.
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.
(4) 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 indices of disease severity submitted with the first authority application for a biological medicine.
However, prescribers may provide new baseline measurements any time that an initial or change or recommencement
treatment application is submitted within a treatment cycle and these revised baseline measurements will be used to assess
response to the PBS-subsidised treatment.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be used to determine response for all subsequent
continuing treatments. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level
respectively must be used to determine response. Similarly, where the baseline active joint count is based on total active
joints (i.e. 20 or more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement 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
therapy of at least 5 years, must qualify under Initial 3 treatment restriction according to the criteria of the relevant restriction
and index of disease severity. The application must include a joint count and ESR and/or CRP measurement that is no more
than 4 weeks old at the time of application.

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

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

Note

Note

Authority required

Severe psoriatic arthritis

Treatment Phase: Subsequent continuing treatment
Clinical criteria:

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

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

o Patient must not receive more than 24 weeks of treatment per subsequent continuing treatment course authorised under
this restriction.

Population criteria:

o 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 psoriatic arthritis.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (CRP) level no greater than

15 mg per L or either marker reduced by at least 20% from baseline; and

either of the following:

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

active joints; or

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

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

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

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

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial

treatment application must be used to determine response for all subsequent continuing treatments.

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

(1) a completed authority prescription form(s); and

(2) a completed Severe Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the first continuing treatment

restriction, 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.

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

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

Authority required

Severe psoriatic arthritis

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

¢ 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:

42

Schedule of Pharmaceutical Benefits — March 2022



¢ Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.
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
12848F Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
11208X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

1 5 . 1050.14 4250 @ Brenzys [RF]

2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
11198J Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

Brand Name and Manufacturer

1 5 . 1050.14 4250 @ Brenzys [RF]

2 Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH A HISTORY OF JUVENILE IDIOPATHIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
etanercept and tocilizumab for a patient over 18 years who has a history of juvenile idiopathic arthritis with onset prior to the
age of 18 years. Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, etanercept
and tocilizumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time.

From 1 April 2014, a patient receiving PBS-subsidised biological medicine therapy is considered to be in a treatment cycle
where they may swap to an alternate biological medicine without having to experience a disease flare. Under these
interchangeability arrangements, within a single treatment cycle, a patient may:

(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a
response to therapy; and

(i) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological
medicine if they wish to continue PBS-subsidised biological treatment.

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

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single treatment cycle and they must have, at a minimum, a 5 year break in PBS-subsidised biological medicine therapy
before they are eligible to receive further PBS-subsidised biological medicine therapy.

The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new
treatment cycle.

A patient who received PBS-subsidised biological medicine treatment immediately prior to 1 April 2014 is considered to be
in their first cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 24 months
immediately prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the
Initial 3 treatment restriction

A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of
less than 24 months may commence a further course of treatment within the same treatment cycle under the Initial 2
treatment restriction.

A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of
more than 24 months must commence a new treatment cycle under the Initial 3 treatment restriction.

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

How to prescribe PBS-subsidised biological medicine therapy after 1 April 2014.

(1) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 - New patient); or

(i) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an
alternate medicine (Initial 2 - Change or recommencement of treatment after a break in biological medicine of less than 24
months) [further details are under 'Swapping therapy' below]; or

(i) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 24 months with the same medicine (Initial 2 - Change or recommencement of treatment after a break in
biological medicine therapy of less than 24 months); or

(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 24 months (Initial 3 - recommencement of treatment after a break in biological medicine of more than 24 months).
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy.

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment.

(2) 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.
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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.

It is recommended that a patient be 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.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not 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.
Adalimumab and infliximab only:

Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing
treatment restrictions with that drug providing they continue to sustain the response.

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.

(3) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to requalify with respect to the indices of disease severity (joint count and ESR/CRP) or
the prior non-biological medicine therapy requirements, except if the patient has had a break in therapy of more than 24
months who would then need to requalify under the Initial 3 restrictions with respect to the indices of disease severity.

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 the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

(4) 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 joint count submitted with the first authority application for a biological medicine. However, prescribers
may provide a new baseline measurement any time that 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.

(5) Recommencement of treatment after 24 months break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological
medicine therapy of at least 24 months, must qualify under the Initial 3 restriction and meet the relevant criteria and index of
disease severity.

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

Severe active juvenile idiopathic arthritis

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

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

¢ Patient must have a documented history of severe active juvenile idiopathic arthritis with onset prior to the age of 18
years, AND

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

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

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

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

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

Population criteria:

e Patient must be aged 18 years or older.

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

weekly dose, the application must include details of the contraindication or intolerance to methotrexate. The maximum

tolerated dose of methotrexate must be documented in the application, if applicable.
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The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances.
The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDs.
If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance and dose for each DMARD must be provided in the authority
application.
The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time
of the initial application:
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater
than 15 mg per L; AND either
(a) an active joint count of at least 20 active (swollen and tender) joints; or
(b) at least 4 active joints from the following list:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than one month 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 reasons
why this criterion cannot be satisfied.
The authority application must be made in writing and must include:
(1) completed authority prescription form(s); and
(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - 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 The Department of Human Services website (www.humanservices.gov.au) has details of the toxicities, including severity,
which will be accepted for the following purposes:
(a) exempting a patient from the requirement to undertake a minimum 3 month trial of methotrexate at a 20 mg weekly dose;
(b) substituting azathioprine, cyclosporin or sodium aurothiomalate for another DMARD as part of the 6 month intensive
DMARD trial;
(c) exempting a patient from the requirement for a 6 month trial of intensive DMARD therapy.

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

Severe active juvenile idiopathic arthritis

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

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

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

Clinical criteria:

e Patient must have a documented history of severe active juvenile idiopathic arthritis with onset prior to the age of 18
years, AND

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

o 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.
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An adequate response to treatment is defined as:

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

AND either of the following:

a) an active joint count of fewer than 10 active (swollen and tender) joints; or

b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or

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

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

(i) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).

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

(1) completed authority prescription form(s); and

(2) a completed Juvenile Idiopathic Arthritis 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.

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 who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. 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.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

—_— e~~~

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

Severe active juvenile idiopathic arthritis

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

24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

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

Clinical criteria:

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

o Patient must have a break in treatment of 24 months or more from the most recently approved PBS-subsidised biological
medicine for this condition; OR

¢ Patient must not have received PBS-subsidised biological medicine for at least 5 years if they failed or ceased to respond
to PBS-subsidised biological medicine treatment 3 times in their last treatment cycle, AND

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

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

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

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

Population criteria:

o Patient must be aged 18 years or older.

Active joints are defined as:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
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(i) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).
All measures of joint count must be no more than 4 weeks old at the time of this application.
The authority application must be made in writing and must include:
(1) completed authority prescription form(s); and
(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.
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.
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

Severe active juvenile idiopathic arthritis

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

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

- balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

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

Clinical criteria:

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

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

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

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

Note 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
12893N Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1050.14 42.50  ® Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
3446J) Max.QtyPacks No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
3447K Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1050.14 42.50 2 Enbrel [PF]

* ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines adalimumab, certolizumab pegol, etanercept, golimumab, guselkumab, infliximab, ixekizumab, secukinumab,
tofacitinib, upadacitinib and ustekinumab for adult patients with severe active psoriatic arthritis. Therefore, where the term
'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept, golimumab,
guselkumab, infliximab, ixekizumab, secukinumab, tofacitinib, upadacitinib and ustekinumab only.
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A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.

A patient receiving PBS-subsidised treatment for psoriatic arthritis is able to commence a treatment cycle where they may
trial biological medicines without having to experience a disease flare when swapping to the alternate biological medicine.
Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

A patient who received PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, guselkumab, infliximab,
ixekizumab, secukinumab, tofacitinib or ustekinumab 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. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before they
are eligible to commence another cycle [further details are under '(5) Recommencement of treatment after a 5-year break in
PBS-subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the
new cycle.

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

A patient who has failed fewer than 3 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 under Initial 2 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for severe active psoriatic arthritis.

(1) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 - New patient); or

(i) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an
alternate medicine (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 medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

(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) or
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab,
etanercept, golimumab secukinumab, tofacitinib and upadacitinib, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 20 weeks of therapy for guselkumab or ixekizumab, 22 weeks of therapy for
infliximab, and 28 weeks of therapy for ustekinumab. It is recommended that a patient be reviewed in the 4 weeks prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.

A patient must be assessed for response to a course of PBS-subsidised initial treatment following a minimum of 12 weeks of
therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is not
conducted within these timeframes, the patient will be deemed to have failed this course of treatment.

(2) 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. It is recommended that a patient be reviewed for response following
a minimum of 12 weeks of therapy and no later than the 4 weeks from the completion of the most recent course of treatment.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.

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.

(3) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements, except if the patient has had a break in therapy of more than 5 years who would need to requalify under the
Initial 3 treatment restriction with respect to the indices of disease severity.

A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
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A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within a treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a time)
providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(iii) they have not previously failed to respond to treatment 3 times in this treatment cycle with biological medicines.
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.
(4) 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 indices of disease severity submitted with the first authority application for a biological medicine.
However, prescribers may provide new baseline measurements any time that an initial or change or recommencement
treatment application is submitted within a treatment cycle and these revised baseline measurements will be used to assess
response to the PBS-subsidised treatment.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be used to determine response for all subsequent
continuing treatments. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level
respectively must be used to determine response. Similarly, where the baseline active joint count is based on total active
joints (i.e. 20 or more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement 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
therapy of at least 5 years, must qualify under Initial 3 treatment restriction according to the criteria of the relevant restriction
and index of disease severity. The application must include a joint count and ESR and/or CRP measurement that is no more
than 4 weeks old at the time of application.

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

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

Note 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

Severe psoriatic arthritis

Treatment Phase: First continuing treatment

Clinical criteria:

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

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

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

Population criteria:

o Patient must be 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 psoriatic arthritis.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (CRP) level no greater than

15 mg per L or either marker reduced by at least 20% from baseline; and

either of the following:

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

active joints; or

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

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

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

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

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial

treatment application must be used to determine response for all subsequent continuing treatments.

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

(1) a completed authority prescription form(s); and

(2) a completed Severe Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Where the most recent course of PBS-subsidised treatment with this drug was approved under either Initial 1, Initial 2, or

Initial 3 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.
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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 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

Severe psoriatic arthritis

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

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

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

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
12894P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.14 4250 2@ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes

9088H Max.Qty Packs No.of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

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

0458T Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

» ETANERCEPT

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

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

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

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab)
Treatment criteria:

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

¢ Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND

e The treatment must be in place of tocilizumab due to the critical supply shortage of tocilizumab, AND
e Patient must not receive more than 24 weeks of treatment under this restriction, AND

o 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.

Population criteria:

o Patient must be aged 18 years or older.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

If a patient has received 12 weeks or more of therapy with tocilizumab as their most recent treatment, evidence of a

response must be provided.

If a patient has not received a minimum of 12 weeks therapy with tocilizumab, evidence of a response is not required to be

provided under this restriction. This switch in therapy from tocilizumab will not be counted as treatment failure to tocilizumab.

An adequate response to treatment is defined as:

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

from baseline;

AND either of the following:

a) an active joint count of fewer than 10 active (swollen and tender) joints; or

b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or

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

i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug 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.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.
A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. 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.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

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

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and
etanercept for patients over 18 years who have a history of juvenile idiopathic arthritis with onset prior to the age of 18 years.
This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS-subsidised treatment
with tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines
shortage.
Alternative biological medicine refers to adalimumab and etanercept.
Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.

_—~ e~~~

Authority required

Severe active juvenile idiopathic arthritis

Treatment Phase: First continuing treatment - Critical shortage of tocilizumab - Temporary listing
Treatment criteria:

e Must be treated by a rheumatologist; OR

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

e Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab),
AND

o Patient must have demonstrated an adequate response to treatment with this drug, AND
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¢ Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.
Population criteria:

e Patient must be aged 18 years or older.

An adequate response to treatment is defined as:

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

from baseline;

AND either of the following:

a) an active joint count of fewer than 10 active (swollen and tender) joints; or

b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or

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

i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).

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

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

(1) completed authority prescription form(s); and

(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.

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. 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.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab and
etanercept for a patient over 18 years who has a history of juvenile idiopathic arthritis with onset prior to the age of 18 years.
Where the term 'biological medicine' appears in notes and restrictions, it refers to adalimumab, etanercept and tocilizumab
only.

This PBS listings is a temporary listing and may only be used when an application for initial supply of this medicine has been
made under Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab).
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etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12907H Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
12676E Max.Qty Packs No.of Rpts ~ Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
12716G Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 1050.14 42.50 2 Enbrel [PF]

» ETANERCEPT

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

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

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

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab)
Treatment criteria:

¢ Must be treated by a rheumatologist; OR

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

Clinical criteria:

¢ Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

e The treatment must be in place of tocilizumab due to the critical supply shortage of tocilizumab, AND

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

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

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

Population criteria:

o Patient must be aged 18 years or older.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

If a patient has received 12 weeks or more of therapy with tocilizumab as their most recent treatment, evidence of a

response must be provided.

If a patient has not received a minimum of 12 weeks therapy with tocilizumab, evidence of a response is not required to be

provided under this restriction. This switch in therapy from tocilizumab will not be counted as treatment failure to tocilizumab.

If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this

drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the

change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient

treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

An adequate response to treatment is defined as:

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

from baseline;

AND either of the following:

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

active joints; or

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

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

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

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

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

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

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

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

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

weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

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

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

the necessity for permanent withdrawal of treatment.

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

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

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

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adults with severe active rheumatoid arthritis. This listing is a temporary listing and is only to be used to
transfer patients currently receiving PBS subsidised treatment with tocilizumab to another biological medicine, where
tocilizumab is not available due to the current critical medicines shortage.

The term biological medicine refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab), the chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor
(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib,
upadacitinib).

Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - critical shortage of tocilizumab' PBS listing.

Authority required
Severe active rheumatoid arthritis

General Pharmaceutical Benefits 53



Treatment Phase: First continuing treatment - Critical shortage of tocilizumab - Temporary listing
Treatment criteria:

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

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab),

AND

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

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Population criteria:

o Patient must be aged 18 years or older.

An adequate response to treatment is defined as:

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

from baseline;

AND either of the following:

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

active joints; or

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

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

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

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

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

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

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

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

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

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

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

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

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

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

the necessity for permanent withdrawal of treatment.

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

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

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

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

If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this

drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the

change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient

treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological

medicines for adults with severe active rheumatoid arthritis.

This PBS listings is a temporary listing and may only be used when an application for initial supply of this medicine has been

made under Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab).

etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12909K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes

12737J) Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

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

12679H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

= ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines adalimumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, tildrakizumab and
ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological medicines'
appears in notes and restrictions, it refers to adalimumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab,
secukinumab, tildrakizumab, and ustekinumab only.
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A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.

A patient who received PBS-subsidised adalimumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab,
secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their first cycle as of
1 February 2019.

A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological
medicine as long as they sustain a response to therapy.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the
new cycle.

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

A patient who has failed fewer than 3 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 under Initial 2 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hands and feet.

(1) Initial treatment.

An application for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - New patient); or

(i) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or

(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 medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

(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).

An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab,
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab and 28
weeks of therapy for risankizumab, tildrakizumab and ustekinumab.

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 their course of initial treatment to ensure uninterrupted biological medicine supply.

(2) Assessment of response to initial treatment.

When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.

(3) 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. 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.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.

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 under the Initial 1 or Initial 2 treatment restrictions.
For second and subsequent continuing courses 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.

(4) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5
years who would need to requalify with respect to the indices of disease severity.

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.

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 particular biological medicine within the same cycle or
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal.
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.

(5) Baseline measurements to determine response.

A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment.

To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.

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

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a
foot. The PASI assessment must be no older than 4 weeks at the time of application.

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

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

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.

Note
Note

Authority required

Severe chronic plaque psoriasis

Treatment Phase: First continuing treatment, Whole body

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 The treatment must be as systemic monotherapy (other than methotrexate), AND

o 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 dermatologist.

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when

compared with the baseline value for this treatment cycle.

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

(a) a completed authority prescription form(s); and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes

the completed Psoriasis Area and Severity Index (PASI) calculation sheet including the date of the assessment of the

patient's condition.

The most recent PASI assessment must be no more than 1 month old at the time of application.

Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug.

It is recommended that an application for the continuing treatment is submitted to the Department of Human Services no

later than 1 month from the date of completion of the most recent course of treatment. This is to ensure continuity of

treatment for those who meet the continuing restriction for PBS-subsidised treatment with this drug for this condition.

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

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

the necessity for permanent withdrawal of treatment.

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

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

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.

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

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:
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Authority required

Severe chronic plaque psoriasis

Treatment Phase: First continuing treatment, Face, hand, foot
Clinical criteria:

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

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

e The treatment must be as systemic monotherapy (other than methotrexate), AND

o 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 dermatologist.

An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or

(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this
treatment cycle.

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

(a) a completed authority prescription form(s); and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the completed Psoriasis Area and Severity Index (PASI) calculation sheet and face, hand, foot area diagrams including the
date of the assessment of the patient's condition.

The most recent PASI assessment must be no more than 1 month old at the time of application.

Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug.

The PASI assessment for first continuing or subsequent continuing treatment must be performed on the same affected area
assessed at baseline.

It is recommended that an application for the continuing treatment is submitted to the Department of Human Services no
later than 1 month from the date of completion of the most recent course of treatment. This is to ensure continuity of
treatment for those who meet the continuing restriction for PBS-subsidised treatment with this drug for this condition.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

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

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.

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

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

Severe chronic plaque psoriasis

Treatment Phase: Continuing treatment, Whole body or Continuing treatment, Face, hand, foot - balance of supply

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug under the first continuing treatment, Whole body restriction
to complete 24 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the first continuing treatment, Face, hand, foot
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,

AND

e The treatment must be as systemic monotherapy (other than methotrexate).

Treatment criteria:

o Must be treated by a dermatologist.
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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
12874N Max.Qty Packs No.of Rpts ~ Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes

9431J Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

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

04628 Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

= ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines adalimumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, tildrakizumab and
ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological medicines'
appears in notes and restrictions, it refers to adalimumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab,
secukinumab, tildrakizumab, and ustekinumab only.

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

A patient who received PBS-subsidised adalimumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab,
secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their first cycle as of
1 February 2019.

A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological
medicine as long as they sustain a response to therapy.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the
new cycle.

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

A patient who has failed fewer than 3 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 under Initial 2 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hands and feet.

(1) Initial treatment.

An application for initial treatment should be made where:

(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - New patient); or

(i) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or

(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 medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

(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).

An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab,
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab and 28
weeks of therapy for risankizumab, tildrakizumab and ustekinumab.

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 their course of initial treatment to ensure uninterrupted biological medicine supply.

(2) Assessment of response to initial treatment.

When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course.
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The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
(3) 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. 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.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.
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 under the Initial 1 or Initial 2 treatment restrictions.
For second and subsequent continuing courses 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.
(4) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5
years who would need to requalify with respect to the indices of disease severity.
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal.
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.
(5) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment.
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a
foot. The PASI assessment must be no older than 4 weeks at the time of application.

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

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

Note 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

Severe chronic plaque psoriasis

Treatment Phase: Subsequent continuing treatment, whole body

Clinical criteria:

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

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

e The treatment must be as systemic monotherapy (other than methotrexate), AND

o Patient must not receive more than 24 weeks of treatment per subsequent continuing treatment course authorised under
this restriction.

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a dermatologist.

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when
compared with the baseline value for this treatment cycle.

The authority application must be made in writing and must include:
(a) a completed authority prescription form(s); and
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Note
Note

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the completed Psoriasis Area and Severity Index (PASI) calculation sheet including the date of the assessment of the
patient's condition.

It is recommended that an application for the continuing treatment is submitted to the Department of Human Services no
later than 1 month from the date of completion of the most recent course of treatment. This is to ensure continuity of
treatment for those who meet the continuing restriction for PBS-subsidised treatment with this drug for this condition.

The most recent PASI assessment must be no more than 1 month old at the time of application.

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

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

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.

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

Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services 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 Department of Human Services website at www.humanservices.gov.au

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Note
Note

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Subsequent continuing treatment, Face, hand, foot

Clinical criteria:

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

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

e The treatment must be as systemic monotherapy (other than methotrexate), AND

o Patient must not receive more than 24 weeks of treatment per subsequent continuing treatment course authorised under
this restriction.

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a dermatologist.

An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and

scaling, to slight or better, or sustained at this level, as compared to the baseline values; or

(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this

treatment cycle.

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

(a) a completed authority prescription form(s); and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes

the completed Psoriasis Area and Severity Index (PASI) calculation sheet including the date of the assessment of the

patient's condition.

It is recommended that an application for the continuing treatment is submitted to the Department of Human Services no

later than 1 month from the date of completion of the most recent course of treatment. This is to ensure continuity of

treatment for those who meet the continuing restriction for PBS-subsidised treatment with this drug for this condition.

Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.

The most recent PASI assessment must be no more than 1 month old at the time of application.

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

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

the necessity for permanent withdrawal of treatment.

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

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

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.

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

Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services 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 Department of Human Services website at www.humanservices.gov.au

Applications for authority to prescribe should be forwarded to:
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Department of Human Services
Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Continuing treatment, Whole body or Continuing treatment, Face, hand, foot - balance of supply

Clinical criteria:

o Patient must have received insufficient therapy with this drug under the first continuing treatment, Whole body restriction
to complete 24 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug under the first continuing treatment, Face, hand, foot
restriction to complete 24 weeks treatment; OR

o Patient must have received insufficient therapy with this drug under the subsequent continuing treatment Authority
Required (in writing), Whole body restriction to complete 24 weeks treatment; OR

o Patient must have received insufficient therapy with this drug under the subsequent continuing treatment Authority
Required (in writing), Face, hand, foot 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,

AND

e The treatment must be as systemic monotherapy (other than methotrexate).

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a dermatologist.

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
12875P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1050.14 42.50 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes

11224R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

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

11222P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adults with severe active rheumatoid arthritis. Where the term biological medicine appears in the following
notes and restrictions it refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab), the chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor
(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib,
upadacitinib).
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.
In order to be eligible to receive PBS-subsidised treatment with rituximab, a patient must have already failed to demonstrate
a response to at least 1 course of treatment with a PBS-subsidised TNF-alfa antagonist.
A patient receiving PBS-subsidised biological medicine therapy may swap to an alternate biological medicine without having
to experience a disease flare. Under these interchangeability arrangements:
- a patient may continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to
show a response to therapy,
- a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological medicine more than once, and
- once a patient has either failed or ceased to respond to treatment 5 times, they will not be eligible to receive further PBS-
subsidised biological medicines for the treatment of rheumatoid arthritis.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
A patient whose most recent course of PBS-subsidised therapy was with rituximab and whose response to this treatment is
sustained for more than 12 months, may apply for a further course of rituximab under the Continuing treatment restriction.
A patient who has failed fewer than 5 biological medicines and who has a break in treatment of less than 24 months may
commence a further course of treatment with a biological medicine under Initial 2 treatment restriction. A patient who has
failed fewer than 5 biological medicines and who has had a break in therapy of longer than 24 months may commence a
further course of treatment with a biological medicine under the Initial 3 treatment restriction. The length of a treatment break
is measured from the date the most recent treatment with PBS-subsidised biological medicine treatment is stopped to the
date of the new application for treatment with a biological medicine.
(1) How to prescribe PBS-subsidised biological medicine therapy after 1 April 2019.
(a) Initial treatment.
Applications for initial treatment should be made where:
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(i) a patient has received no prior PBS-subsidised biological medicine treatment and wishes to commence such therapy,
excluding rituximab (Initial 1 - new patient); or

(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 biological medicine of less than 24
months) [further details are under 'Swapping therapy' below]; or

(iii) a patient wishes to re-commence treatment with a specific biological medicine following a break of less than 24 months
in PBS-subsidised therapy with that agent (Initial 2 - change or recommencement of treatment after a break in biological
medicine of less than 24 months).

(iv) a patient wishes to re-commence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 24 months (Initial 3 - re-commencement of treatment after a break in biological medicine of more than 24 months)
Initial applications for a new patient (Initial 1) must include a joint count and ESR and/or CRP measured at the completion of
the 6-month intensive DMARD trial, but prior to ceasing DMARD therapy.

Initial treatment authorisations will be limited to provide a maximum of 16 weeks of therapy for abatacept, adalimumab,
baricitinib, etanercept, golimumab, tocilizumab, tofacitinib and upadacitinib, 18 to 20 weeks of therapy with certolizumab
pegol (depending upon the dosing regimen), 22 weeks of therapy for infliximab (either treatment with infliximab intravenous
(IV) form alone or a combination of IV and subcutaneous form) and 2 infusions of rituximab.

Patients must be assessed for response to any course of initial PBS-subsidised biological therapy following a minimum of 12
weeks of therapy, and this assessment must be conducted no later than 4 weeks from the completion of that course.
Where a response assessment is not provided with subsequent applications, 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.

Abatacept patients:

A patient is eligible to receive one 1.V. loading dose when commencing treatment with the subcutaneous formulation. Two
prescriptions are required, the first prescription for the 1.V. loading dose for sufficient vials for one dose based on the
patient's weight with no repeats.

The second prescription for the subcutaneous formulation, with a maximum quantity of 4 and up to 3 repeats, must be
submitted with the initial application.

Infliximab subcutaneous form only:

Initial treatment to subcutaneous form of infliximab should be permitted after administration of at least 2 initial intravenous
infusions of infliximab. A maximum quantity and number of repeats to provide form weeks 6, 8, 10, 12, 14 and 16 will be
authorised.

Rituximab patients:

Subsequent applications may be submitted to Services Australia with new baselines if appropriate.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific biological medicine (excluding rituximab), 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. It is recommended that a patient be 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.

Adalimumab and Infliximab only:

Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing
treatment restrictions with that drug providing they continue to sustain the response.

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.

Infliximab patients:

A patient may swap between the intravenous form and subcutaneous form of infliximab at any time under the continuing
treatment restrictions provided the patient has demonstrated adequate response to treatment with infliximab.

Rituximab patients:

A patient may qualify to receive a further course of treatment (every 24 weeks) with this agent providing they have
demonstrated an adequate response to treatment following a minimum of 12 weeks after the first infusion of their most
recent treatment with rituximab. The patient remains eligible to receive a course of rituximab every 24 weeks providing they
continue to demonstrate a response as specified in the restriction. Where a response assessment is not conducted within
these timeframes, the patient will be deemed to have failed to respond to treatment with that biological medicine.

(2) Swapping therapy

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine 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 joint count) or the prior non- biological medicine
therapy requirements except if the patient has had a break in therapy of more than 24 months who would need to requalify
with respect to the indices of disease severity. However the requirement for concomitant treatment with methotrexate, where
it applies, must be met for each biological medicine trialled.

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 agent, unless they have experienced a serious adverse reaction of a severity necessitating permanent
treatment withdrawal.

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.

Abatacept:

A patient swapping from I.V. abatacept to subcutaneous abatacept will not be eligible for an I.V. loading dose when
commencing treatment with the subcutaneous formulation.

Rituximab:

In order to trial rituximab, a patient must have trialled and failed to demonstrate a response to at least 1 PBS-subsidised
TNF-alfa antagonist treatment.
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To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they be assessed for response to every course of treatment, within the timeframes specified in the relevant
restriction.
PBS subsidy does not allow for patients to receive treatment with another PBS-subsidised biological medicine during the
required treatment-free period applying to patients who have demonstrated a response to their most recent course of
rituximab. This means that patients who have demonstrated a response to a course of rituximab must have a PBS-
subsidised biological medicine therapy treatment-free period of at least 22 weeks, immediately following the second infusion,
before swapping to an alternate biological medicine. Patients who fail to respond to rituximab and who qualify and wish to
trial a course of an alternate biological medicine may do so without having to have any treatment-free period.
(3) Baseline measurements to determine response.
Determination of whether a response to treatment has been demonstrated must be based on the baseline measurements of
the joint count, ESR and/or CRP submitted with the first authority application for a biological medicine. However, prescribers
may provide new baseline measurements any time that an initial treatment authority application is submitted and the
eligibility for continuing treatment must be assessed according to these revised baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where only an ESR or CRP level is provided at
baseline, an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint
count is based on total active joints (i.e. more than 20 active joints), response must be determined according to the
reduction in the total number of active joints. Where the baseline is determined on total number of major joints, the response
must be determined on the total number of major joints.
Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.
Applications under the Initial 3 treatment restriction for re-commencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

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

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

Note 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

Severe active rheumatoid arthritis

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

e Must be treated by a rheumatologist; OR

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

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

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

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

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

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

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

Population criteria:

o Patient must be aged 18 years or older.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg
weekly dose,the application must include details of the contraindication or intolerance including severity to methotrexate.
The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant
contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents
sequentially or by using one or more combinations of DMARDs.

If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDSs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
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specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.

The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time
of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater
than 15 mg per L; AND either

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

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

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

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than one month old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response will be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be demonstrated on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker will be used to determine response.

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

(1) a completed authority prescription form(s); and

(2) a completed Rheumatoid Arthritis PBS Authority Application - Supporting Information Form.

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.

To demonstrate a response to treatment the application must be accompanied with the assessment of response from the
most recent course of biological medicine therapy following a minimum of 12 weeks in therapy. It is recommended that an
application for the continuing treatment is submitted to the Department of Human Services no later than 1 month from the
date of completion of the most recent course of treatment. This is to ensure continuity of treatment for those who meet the
continuing restriction for PBS-subsidised treatment with this drug for this condition.

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

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

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

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

Severe active rheumatoid arthritis

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

of less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

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

Clinical criteria:

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

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

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

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

Population criteria:

o Patient must be aged 18 years or older.
An adequate response to treatment is defined as:
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an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least 20%
from baseline;
AND either of the following:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(ii) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to re-commence
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below.
Where the most recent course of PBS-subsidised treatment with this drug was approved under either of the Initial 1, Initial 2,
Initial 3, first or subsequent continuing treatment restrictions, 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.
To demonstrate a response to treatment the application must be accompanied with the assessment of response from the
most recent course of biological medicine therapy following a minimum of 12 weeks in therapy. It is recommended that an
application for the continuing treatment is submitted to the Department of Human Services no later than 1 month from the
date of completion of the most recent course of treatment. This is to ensure continuity of treatment for those who meet the
continuing restriction for PBS-subsidised treatment with this drug for this condition.
Where a response assessment is not provided within this 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.
The authority application must be made in writing and must include:
(1) a completed authority prescription form(s); and
(2) a completed Rheumatoid Arthritis PBS Authority Application - Supporting Information Form.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.
A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. 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
Severe active rheumatoid arthritis

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

Treatment criteria:
e Must be treated by a rheumatologist; OR

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

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

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

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

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

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

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

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

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

Population criteria:

o Patient must be aged 18 years or older.

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

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

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

All measures of joint count and ESR and/or CRP must be no more than one month old at the time of initial application.
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If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response will be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be demonstrated on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker will be used to determine response.

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

(1) a completed authority prescription form(s); and

(2) a completed Rheumatoid Arthritis PBS Authority Application - Supporting Information Form.

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.

To demonstrate a response to treatment the application must be accompanied with the assessment of response from the
most recent course of biological medicine therapy following a minimum of 12 weeks in therapy. It is recommended that an
application for the continuing treatment is submitted to the Department of Human Services no later than 1 month from the
date of completion of the most recent course of treatment. This is to ensure continuity of treatment for those who meet the
continuing restriction for PBS-subsidised treatment with this drug for this condition.

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

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

Note 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 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

Severe active rheumatoid arthritis

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

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

than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

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

Clinical criteria:

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

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

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

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

Note 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
12838Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 3 . 1050.14 42.50 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes

9089J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

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

9459\W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 1050.14 42.50 @ Brenzys [RF] @ Enbrel [PF]
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» ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines adalimumab, certolizumab pegol, etanercept, golimumab, guselkumab, infliximab, ixekizumab, secukinumab,
tofacitinib, upadacitinib and ustekinumab for adult patients with severe active psoriatic arthritis. Therefore, where the term
'biological medicine' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept, golimumab,
guselkumab, infliximab, ixekizumab, secukinumab, tofacitinib, upadacitinib and ustekinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.
A patient receiving PBS-subsidised treatment for psoriatic arthritis is able to commence a treatment cycle where they may
trial biological medicines without having to experience a disease flare when swapping to the alternate biological medicine.
Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.
A patient who received PBS-subsidised adalimumab, certolizumab pegol, etanercept, golimumab, guselkumab, infliximab,
ixekizumab, secukinumab, tofacitinib or ustekinumab 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. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before they
are eligible to commence another cycle [further details are under '(5) Recommencement of treatment after a 5-year break in
PBS-subsidised therapy' below].
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the
new cycle.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than
5 years may commence a new treatment cycle under Initial 3 treatment restriction.
A patient who has failed fewer than 3 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 under Initial 2 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for severe active psoriatic arthritis.
(1) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 - New patient); or
(i) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an
alternate medicine (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 medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).
(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) or
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab,
etanercept, golimumab secukinumab, tofacitinib and upadacitinib, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 20 weeks of therapy for guselkumab or ixekizumab, 22 weeks of therapy for
infliximab, and 28 weeks of therapy for ustekinumab. It is recommended that a patient be reviewed in the 4 weeks prior to
completing their course of initial treatment to ensure uninterrupted biological medicine supply.
A patient must be assessed for response to a course of PBS-subsidised initial treatment following a minimum of 12 weeks of
therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is not
conducted within these timeframes, the patient will be deemed to have failed this course of treatment.
(2) 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. It is recommended that a patient be reviewed for response following
a minimum of 12 weeks of therapy and no later than the 4 weeks from the completion of the most recent course of treatment.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.
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.
(3) 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 without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements, except if the patient has had a break in therapy of more than 5 years who would need to requalify under the
Initial 3 treatment restriction with respect to the indices of disease severity.
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
Within a treatment cycle a patient may alternate between therapy with any biological medicine of their choice (1 at a time)
providing:
(i) they have not received PBS-subsidised treatment with that particular biological medicine previously; or
(ii) they have demonstrated an adequate response to that particular biological medicine if they have previously trialled it on
the PBS; and
(iii) they have not previously failed to respond to treatment 3 times in this treatment cycle with biological medicines.
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.
(4) 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 indices of disease severity submitted with the first authority application for a biological medicine.
However, prescribers may provide new baseline measurements any time that an initial or change or recommencement
treatment application is submitted within a treatment cycle and these revised baseline measurements will be used to assess
response to the PBS-subsidised treatment.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be used to determine response for all subsequent
continuing treatments. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level
respectively must be used to determine response. Similarly, where the baseline active joint count is based on total active
joints (i.e. 20 or more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement 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
therapy of at least 5 years, must qualify under Initial 3 treatment restriction according to the criteria of the relevant restriction
and index of disease severity. The application must include a joint count and ESR and/or CRP measurement that is no more
than 4 weeks old at the time of application.

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

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

Note 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

Severe psoriatic arthritis

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

Clinical criteria:

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

¢ Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

¢ Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
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

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

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved

Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,

which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be

provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at

the time of the initial application:

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

than 15 mg per L; and

either

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

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

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

Schedule of Pharmaceutical Benefits — March 2022



(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons
why this criterion cannot be satisfied.

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

(1) a completed authority prescription form(s); and

(2) a completed Severe Psoriatic Arthritis PBS Authority Application - 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 as a reason for exempting a patient from the requirement
for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

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

Severe psoriatic arthritis

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

o Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for
this condition within this treatment cycle, AND

o 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

o Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (CRP) level no greater than

15 mg per L or either marker reduced by at least 20% from baseline; and

either of the following:

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

active joints; or

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

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

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

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

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

(1) a completed authority prescription form(s); and

(2) a completed Severe Psoriatic Arthritis 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.
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Note

Note
Note

Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2,
Initial 3, first or subsequent 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.

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.

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).

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

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

Severe psoriatic arthritis

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

5 years)

Treatment criteria:

e Must be treated by a rheumatologist; OR

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

Clinical criteria:

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

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

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

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

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

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

Population criteria:

o Patient must be aged 18 years or older.

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

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

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

All measures of joint count and ESR and/or CRP must be no more than one month 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 reasons

why this criterion cannot be satisfied.

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

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

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

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

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

(1) a completed authority prescription form(s); and

(2) a completed Severe Psoriatic Arthritis 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

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, first or subsequent 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.
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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 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.

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

Severe psoriatic arthritis

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:

¢ 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

¢ 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 psoriatic arthritis.

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
12881Y Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes

9087G Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

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

9457R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 1050.14 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
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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.

Grandfather patients (upadacitinib only)

A patient who commenced treatment with upadacitinib for ankylosing spondylitis prior to 1 October 2021 and who continues
to receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction.

A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements will
only apply for the first treatment cycle.

For the second and subsequent cycles, a 'grandfather’ patient must qualify for continuing treatment under the criteria that
apply to a continuing patient.

(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.
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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 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

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 spondyflitis.

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

(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.
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Note

Note
Note

Note

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).

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

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

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: 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

¢ 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.

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
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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

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 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

o 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 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 - 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:
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¢ 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 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).

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 . 1050.14 4250 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 . 1050.14 42.50 2 Brenzys [RF] 2 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 . 1050.14 42.50 2 Brenzys [RF] 2 Enbrel [PF]

= ETANERCEPT

Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines adalimumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, tildrakizumab and
ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological medicines'
appears in notes and restrictions, it refers to adalimumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab,
secukinumab, tildrakizumab, and ustekinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.
A patient who received PBS-subsidised adalimumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab,
secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their first cycle as of
1 February 2019.
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological
medicine as long as they sustain a response to therapy.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological treatment.
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the
new cycle.
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more than
5 years may commence a new treatment cycle under Initial 3 treatment restriction.
A patient who has failed fewer than 3 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 under Initial 2 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hands and feet.
(1) Initial treatment.
An application for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - New patient); or
(i) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or
(i) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
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therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).
(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).
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab,
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab and 28
weeks of therapy for risankizumab, tildrakizumab and ustekinumab.
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 their course of initial treatment to ensure uninterrupted biological medicine supply.
(2) Assessment of response to initial treatment.
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course.
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
(3) 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. 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.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.
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 under the Initial 1 or Initial 2 treatment restrictions.
For second and subsequent continuing courses 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.
(4) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5
years who would need to requalify with respect to the indices of disease severity.
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal.
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.
(5) Baseline measurements to determine response.
A response to treatment is to be determined by comparison of current disease activity measurements relative to the baseline
PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may provide
new baseline PASI assessments any time that an initial or change or recommencement treatment application is submitted
within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the PBS-
subsidised treatment.
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a
foot. The PASI assessment must be no older than 4 weeks at the time of application.

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

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

Note 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

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment - Initial 1, Whole body (new patient)

Clinical criteria:

¢ Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time
of initial diagnosis, AND

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

o Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index
(PASI) assessment, to at least 2 of the following 5 treatments: (i) phototherapy (UVB or PUVA) for 3 treatments per week
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for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of
at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin at a dose of at least 0.4 mg per kg per day for at least 6
weeks; (v) apremilast at a dose of 30 mg twice a day for at least 6 weeks, AND

e The treatment must be as systemic monotherapy (other than methotrexate), 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:

o Must be treated by a dermatologist.

Where treatment with methotrexate, ciclosporin, apremilast or acitretin is contraindicated according to the relevant TGA-
approved Product Information, or where phototherapy is contraindicated, details must be provided at the time of application.
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast or acitretin developed during the
relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this
toxicity must be provided at the time of application.

Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, acitretin or
phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to achieve an adequate response is
met.

The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the
patient at the time of the application:

(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on
treatment, but no longer than 1 month following cessation of the most recent prior treatment.

(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer
than 1 month following cessation of each course of treatment.

(c) The most recent PASI assessment must be no more than 1 month old at the time of application.

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

(a) a completed authority prescription form(s); and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the following:

(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of
assessment of the patient's condition; and

(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and
duration of therapy].

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.

To demonstrate a response to treatment the application must be accompanied with the assessment of response from the
most recent course of biological medicine therapy following a minimum of 12 weeks in therapy. It is recommended that an
application for the continuing treatment is submitted to Services Australia no later than 1 month from the date of completion
of the most recent course of treatment. This is to ensure continuity of treatment for those who meet the continuing restriction
for PBS-subsidised treatment with this drug for this condition. Demonstration of response should be provided within this
timeframe.

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

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

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 as a reason for exempting a patient from the requirement
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast or acitretin can be found on the Services
Australia website (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

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment - Initial 2, Whole body (change or recommencement of treatment after a break in
biological medicine of less than 5 years)

Clinical criteria:
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¢ 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 3 biological medicines for
this condition within 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 The treatment must be as systemic monotherapy (other than methotrexate), AND

o 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 dermatologist.

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when
compared with the baseline value for this treatment cycle.

An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to re-commence
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below.

Where the most recent course of PBS-subsidised treatment with this drug was approved under either of the Initial 1, Initial 2,
Initial 3, first or subsequent continuing treatment restrictions, 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.

To demonstrate a response to treatment the application must be accompanied with the assessment of response from the
most recent course of biological medicine therapy. It is recommended that an application for the continuing treatment is
submitted to the Department of Human Services no later than 1 month from the date of completion of the most recent
course of treatment. This is to ensure continuity of treatment for those who meet the continuing restriction for PBS-
subsidised treatment with this drug for this condition. Demonstration of response should be provided within this timeframe.
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.

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

(a) a completed authority prescription form(s); and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the following:

(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of
the patient's condition; and

(i) details of prior biological treatment, including dosage, date and duration of treatment.

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

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 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

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment - Initial 3, Whole body (re-commencement of treatment after a break in biological
medicine of more than 5 years)

Clinical criteria:

o Patient must have previously received 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 have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND
e The treatment must be as systemic monotherapy (other than methotrexate), AND
o 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:

o Must be treated by a dermatologist.

The most recent PASI assessment must be no more than 1 month old at the time of application.

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

(a) a completed authority prescription form(s); and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of the
patient's condition.

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.

To demonstrate a response to treatment the application must be accompanied with the assessment of response from the
most recent course of biological medicine therapy following a minimum of 12 weeks in therapy. It is recommended that an
application for the continuing treatment is submitted to the Department of Human Services no later than 1 month from the
date of completion of the most recent course of treatment. This is to ensure continuity of treatment for those who meet the
continuing restriction for PBS-subsidised treatment with this drug for this condition. Demonstration of response should be
provided within this timeframe.

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

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

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

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient)

Clinical criteria:

o Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or
plaques have been present for at least 6 months from the time of initial diagnosis, AND

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

¢ Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index
(PASI) assessment, to at least 2 of the following 5 treatments: (i) phototherapy (UVB or PUVA) for 3 treatments per week
for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of
at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin at a dose of at least 0.4 mg per kg per day for at least 6
weeks; (v) apremilast at a dose of 30 mg twice a day for at least 6 weeks, AND

e The treatment must be as systemic monotherapy (other than methotrexate), AND

o 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 dermatologist.

Where treatment with methotrexate, ciclosporin, apremilast or acitretin is contraindicated according to the relevant TGA-

approved Product Information, or where phototherapy is contraindicated, details must be provided at the time of application.

Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast or acitretin developed during the

relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this

toxicity must be provided at the time of application.

Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, acitretin or

phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to achieve an adequate response is

met.

The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the

patient at the time of the application:

(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot

where:
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(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 1 month following
cessation of the most recent prior treatment; or

(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on
treatment, but no longer than 1 month following cessation of the most recent prior treatment;

(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer
than 1 month following cessation of each course of treatment.

(c) The most recent PASI assessment must be no more than 1 month old at the time of application.

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

(a) a completed authority prescription form(s); and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the following:

(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets and face, hand, foot area
diagrams including the dates of assessment of the patient's condition; and

(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and
duration of therapy].

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.

To demonstrate a response to treatment the application must be accompanied with the assessment of response from the
most recent course of biological medicine therapy following a minimum of 12 weeks in therapy. It is recommended that an
application for the continuing treatment is submitted to Services Australia no later than 1 month from the date of completion
of the most recent course of treatment. This is to ensure continuity of treatment for those who meet the continuing restriction
for PBS-subsidised treatment with this drug for this condition. Demonstration of response should be provided within this
timeframe.

The PASI assessment for first continuing or subsequent continuing treatment must be performed on the same affected area
as assessed at baseline.

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

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

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast or acitretin can be found on the Services
Australia website (www.servicesaustralia.gov.au).

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

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (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

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for
this condition within 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 The treatment must be as systemic monotherapy (other than methotrexate), AND

o 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 dermatologist.
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:
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Note

Note
Note

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or

(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this
treatment cycle.

An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to re-commence
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below.

Where the most recent course of PBS-subsidised treatment with this drug was approved under either of the Initial 1, Initial 2,
Initial 3, first or subsequent continuing treatment restrictions, 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.

To demonstrate a response to treatment the application must be accompanied with the assessment of response from the
most recent course of biological medicine therapy. It is recommended that an application for the continuing treatment is
submitted to the Department of Human Services no later than 1 month from the date of completion of the most recent
course of treatment. This is to ensure continuity of treatment for those who meet the continuing restriction for PBS-
subsidised treatment with this drug for this condition. Demonstration of response should be provided within this timeframe.
The PASI assessment for first continuing or subsequent continuing treatment must be performed on the same affected area
as assessed at baseline.

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.

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

(a) a completed authority prescription form(s); and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the following:

(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets and face, hand, foot area diagrams
including the dates of assessment of the patient's condition; and

(ii) details of prior biological treatment, including dosage, date and duration of treatment.

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

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.

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).

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

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

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (re-commencement of treatment after a break in biological

medicine of more than 5 years)

Clinical criteria:

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

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

e The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot where:
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a
foot, AND

e The treatment must be as systemic monotherapy (other than methotrexate), 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:

¢ Must be treated by a dermatologist.

The most recent PASI assessment must be no more than 1 month old at the time of application.

The authority application must be made in writing and must include:
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(a) a completed authority prescription form(s); and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the completed current Psoriasis Area and Severity Index (PASI) calculation sheets and face, hand, foot area diagrams
including the dates of assessment of the patient's condition.

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.

To demonstrate a response to treatment the application must be accompanied with the assessment of response from the
most recent course of biological medicine therapy following a minimum of 12 weeks in therapy. It is recommended that an
application for the continuing treatment is submitted to the Department of Human Services no later than 1 month from the
date of completion of the most recent course of treatment. This is to ensure continuity of treatment for those who meet the
continuing restriction for PBS-subsidised treatment with this drug for this condition. Demonstration of response should be
provided within this timeframe.

The PASI assessment for first continuing or subsequent continuing treatment must be performed on the same affected area
as assessed at baseline.

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

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

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

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient) or Initial 2, Whole body or Face,

hand, foot (change or re-commencement of treatment after a break in biological medicine of less than 5 years) or Initial 3,

Whole body or Face, hand, foot (re-commencement 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, Whole body (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, Whole body (change or
recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks
treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Whole body
(recommencement of treatment after a break in biological medicine of more 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 1, Face, hand, foot (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, Face, hand, foot
(change or recommencement of treatment after a break in biological medicine of less than 5 years) restriction to
complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Face, hand, foot
(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 be as systemic monotherapy (other than methotrexate), 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 dermatologist.

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).

etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12873M Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 3 . 1050.14 42.50 2 Enbrel [PF]
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etanercept 50 mg/mL injection, 4 x 1 mL syringes

9091L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 1050.14 42.50 @ Brenzys [RF] 2 Enbrel [PF]
etanercept 50 mg/mL injection, 4 x 1 mL pen devices
9461Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 3 . 1050.14 42.50 @ Brenzys [RF] 2 Enbrel [PF]
» ETANERCEPT

Note TREATMENT OF PATIENTS UNDER 18 YEARS WITH SEVERE CHRONIC PLAQUE PSORIASIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines etanercept and ustekinumab for patients under 18 years of with severe chronic plaque psoriasis. Therefore,
where the term 'biological medicines' appears in notes and restrictions, it refers to etanercept and ustekinumab only.

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

A patient who is receiving PBS-subsidised treatment for severe chronic plaque psoriasis is able to commence a treatment
cycle where they may trial a biological medicine without having to experience a disease flare when swapping to an alternate
biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than twice.

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

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the
new cycle.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of more than 5 years may
commence a new treatment cycle under Initial 3 treatment restriction.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of less than 5 years may
commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction.

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

There are separate restrictions for the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hand and foot.

How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

(i) a patient has never received PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - Biological medicine-naA™ve patient); or

(i) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years); or
(iii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine or recommence with the same biological medicine within the same treatment
cycle (Initial 2 - Change or Recommencement of treatment after a break in biological medicine of less than 5 years) [further
details are under (4) 'Swapping therapy' below]; or

(iv) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with etanercept
within 12 months (Initial 3) due to a disease flare with psoriasis affecting the whole body if:

(i) there is at least a 50% change in the patients PASI score compared to the most recent response assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(ii) the patient has a current PASI score greater than 15

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with etanercept
(Initial 3 ) due to a disease flare with psoriasis affecting the face, hand or foot if:

(i) all subscores are rated moderate to severe; or

(i) 2 of the three subscores are rated severe to very severe; or

(iii) the affected area of skin has increased by at least 50% compared to that at the time of the last assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(iv) the area affected is 30% or more of the face, palm of a hand or sole of a foot,

(2) Assessment of response to initial treatment.

After prescribing initial treatment with a biological medicine, a PASI assessment must be conducted after at least 12 weeks
of treatment. This assessmentwill be used to determine eligibility for continuing treatment. and must be conducted within 8
weeks of thelast administered dose.

To avoid an interruption of supply for continuing treatment, the assessment should be submitted and no later than 2 weeks
prior to when the next dose (under the new authority application) is due, unless the patient is currently on a treatment break.
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
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(3) Continuing treatment
Etanercept only:
Following the completion of an initial 16-week treatment course with etanercept, a patient may receive a further 8 weeks of
treatment (under the 'Completion of course' treatment phase) to complete a 24-week treatment course, providing they have
demonstrated an adequate response to treatment to the initial supply.
Ustekinumab only:
Following the completion of an initial 28-week treatment course, a patient may qualify to receive up to 24 weeks per
continuing treatment course provided they demonstrate an adequate response to treatment. The patient remains eligible to
receive continuing treatment in courses of up to 24 weeks provided they continue to sustain the response. It is
recommended that a patient be reviewed 4 weeks prior to when their next dose (under a new authority application) is due to
ensure uninterrupted supply, but no later than 8 weeks after the date of the last administered dose.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.
(4) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater
than 15), or the prior non-biological therapy requirements. If the patient has had a break in therapy of more than 5 years, the
indices of disease severity need to be met, but a re-trial of non-biological therapy is not required.
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to that biological medicine twice within the same treatment cycle or have failed to
respond to biological medicines, as an aggregate, on 3 occasions within the same treatment cycle.
To ensure patients receive the maximum treatment opportunities allowed under these arrangements, it is important that they
are assessed for response to every course of treatment.
(5) Baseline measurements to determine response.
A response to treatment must be demonstrated based on the baseline PASI assessment submitted with the first authority
application for a biological medicine. However, prescribers may provide new baseline PASI assessments any time that an
initial or change or recommencement treatment application is submitted within a treatment cycle and this revised baseline
PASI score will be used to assess the patient's response to the PBS-subsidised treatment.
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.
(6A) Re-commencement of treatment after a break of less than 5 years in PBS-subsidised therapy (all drugs except
etanercept).
A patient who wishes to resume treatment following a break in PBS-subsidised therapy of less than 5 years must resume
under the 'Initial 2' treatment phase. The most recent PASI assessment demonstrating disease flare must be no more than 4
weeks old at the time of application.
(6B) Re-treatment (etanercept only)
A patient may be re-treated, in certain circumstances, with etanercept after completing a 24-week treatment course under
the 'Initial 4' treatment phase.
(7) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to undertake a new treatment cycle following a break in PBS-subsidised biological therapy of at least 5
years, must qualify under an 'Initial 3' treatment phase.

Note 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 To complete a 24-week course of treatment beyond this authority application, the next authority application (apart from
supplies obtained under 'Balance of Supply') is to be under the ‘completion of course' treatment phase.
Therefore, remind the patient to return for clinical review in approximately 12 weeks to enable ample time to obtain the final
8 weeks of treatment of a 24-week treatment course.
Document the patient's baseline disease severity indices scores in their medical record, in addition to stating them in this
authority application, to ensure:
(i) the patient's response to treatment can be quantified from week 12; and
(i) in the event that the patient's treating clinician changes, the baseline value(s) are available to the new clinician without
need to refer to a third party.

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

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Whole body) - biological medicine-naive patient
Treatment criteria:

e Must be treated by a dermatologist.
Clinical criteria:

e Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,
AND

e The treatment must be as systemic monotherapy; OR
e The treatment must be in combination with methotrexate, AND

¢ Patient must have lesions present for at least 6 months from the time of initial diagnosis, AND
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¢ Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index
(PASI) assessment, to at least 2 of the following 3 treatments: (i) phototherapy (UVB or PUVA) for 3 treatments per week
for at least 6 weeks; and/or (ii) methotrexate at a dose of at least 10 mg or 10 mg per square metre weekly (whichever is
lowest) for at least 6 weeks; and/or (iii) acitretin at a dose of at least 0.4 mg per kg per day for at least 6 weeks, AND

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

Population criteria:

o Patient must be under 18 years of age.

Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved

Product Information, or where phototherapy was contraindicated, details must be provided at the time of application.

Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of

a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be provided at the time

of application.

Details of the accepted toxicities including severity can be found on the Services Australia website.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) A Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably when the patient was on

treatment, but no longer than 4 weeks following cessation of the last pre-requisite therapy.

A PASI assessment must have been completed for each pre-requisite treatment trialled, preferably when the patient was on

treatment, but no longer than 4 weeks following cessation of that pre-requisite treatment. State in this authority application,

each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;

(i) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);

(i) the PASI score that followed each prior therapy trialled;

(iv) the date the PASI scores were determined

State a baseline PASI score to be referenced in any future authority applications that continue treatment. This PASI score

may be any of: (i) a current PASI score, (ii) a PASI score present prior to, or, after a pre-requisite non-biological medicine.

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

operation 8 a.m. to 5 p.m. 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

Severe chronic plaque psoriasis

Treatment Phase: Initial 2 treatment (Whole body) - Change of treatment

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

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

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

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

Population criteria:

o Patient must be under 18 years of age.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when

compared with the baseline value for this treatment cycle.

In relation to the biological medicine that the patient is changing from, state whether the patient is changing therapy because:

(i) there is an absence of an adequate response to that treatment; or

(i) there was an intolerance to that treatment; or
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(iii) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned
above.

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

Severe chronic plaque psoriasis

Treatment Phase: Initial 3 treatment (Whole body, or, face/hand/foot) - Recommencement of treatment after a break in
biological medicine of more than 5 years

Treatment criteria:

e Must be treated by a dermatologist.
Clinical criteria:

e Patient must not have received PBS-subsidised treatment with a biological medicine for this condition for at least 5 years,
if they have previously received PBS-subsidised treatment with a biological medicine for this condition and wish to
commence a new treatment cycle, AND

¢ The condition must be affecting the whole body - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'whole body'; OR

e The condition must be limited to the face/hand/foot - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'face, hand, foot', AND

e Patient must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15; OR

e The condition must be classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot where:
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling
are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a
foot, AND

e The treatment must be as systemic monotherapy; OR
e The treatment must be in combination with methotrexate, AND

o Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.
Population criteria:

o Patient must be under 18 years of age.
The most recent PASI assessment must be no more than 4 weeks old at the time of application.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. 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

Severe chronic plaque psoriasis

Treatment Phase: Balance of supply - Initial 1, 2, 3 or 4 treatment (Whole body, or, face/hand/foot)

Treatment criteria:

e Must be treated by a dermatologist, AND

e Patient must be undergoing current PBS-subsidised treatment with this biological medicine, but has received insufficient
therapy with this biological medicine to complete 16 weeks treatment available under any of the initial treatment phases
(regardless of the affected body area): (i) Initial 1, (i) Initial 2, (iii) Initial 3, (iv) Initial 4.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

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

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
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Severe chronic plaque psoriasis

Treatment Phase: Completion of course - treatment covering weeks 16 to 24 (Whole body)

Treatment criteria:

e Must be treated by a dermatologist, AND

¢ Patient must be undergoing current PBS-subsidised treatment with this biological medicine, with the intention to complete
the remainder of a 24-week treatment course with this biological medicine.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

o Patient must been assessed for response to treatment after at least 12 weeks treatment with the preceding supply of this
biological medicine, but within 8 weeks of the last administered dose, AND

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

¢ Patient must not receive more than 8 weeks of treatment with etanercept under this restriction.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when

compared with the baseline value for this treatment cycle.

The same body area assessed at the baseline PASI assessment must be assessed for demonstration of response to

treatment for the purposes of gaining approval for the remainder of 24 weeks treatment.

Note Aim to conduct and submit the PASI assessment at week 12 or soon after to ensure uninterrupted supply.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. 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

Severe chronic plaque psoriasis

Treatment Phase: Initial 4 - Re-treatment (Whole body)
Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

o Patient must have a documented history of severe chronic plaque psoriasis of the whole body.
Treatment criteria:

¢ Patient must be undergoing re-treatment with this biological medicine for this PBS indication after an initial adequate
response to the most recent treatment course, but has since experienced at least one of the following: (i) a disease flare
where the PASI score has worsened (increased) by at least 50%, (ii) the current PASI score has returned above 15.
Clinical criteria:

o Patient must not have failed more than once to achieve an adequate response with etanercept, AND

o Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.
Population criteria:
¢ Patient must be under 18 years of age.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
Where a patient has had a treatment break the length of the break is measured from the date the most recent treatment was
stopped to the date of the application for further treatment.
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
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Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Face, hand, foot) - biological medicine-naive patient

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,

AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

¢ Patient must have the plaque or plaques of the face, or palm of hand or sole of foot present for at least 6 months from the
time of initial diagnosis, AND

o Patient must have failed to achieve an adequate response to at least 2 of the following 3 treatments: (i) phototherapy
(UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg or 10 mg per
square metre weekly (whichever is lowest) for at least 6 weeks; (iii) acitretin at a dose of at least 0.4 mg per kg per day
for at least 6 weeks, AND

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

Population criteria:

o Patient must be under 18 years of age.

Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved

Product Information, or where phototherapy was contraindicated, details must be provided at the time of application.

Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of

a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be provided at the time

of application.

Details of the accepted toxicities including severity can be found on the Services Australia website.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling

being rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 1 month following

cessation of the last pre-requisite therapy; or

(b) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on

treatment, but no longer than 1 month following cessation of the last pre-requisite therapy

State in this authority application, each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;

(i) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);

(iii) whether failure type (a) or (b) as described above occurred for each prior therapy trialled;

(iv) the dates that response assessments were determined

State in this authority application at least one of the following to act as a baseline measurement and be referenced in any

future authority applications that continue treatment:

(v) for each of erythema, thickness and scaling, which of these are rated as severe or very severe (at least 2 must be rated

as severe/very severe);

(vi) the percentage area of skin (combined area of face, hands and feet) affected by this condition (must be at least 30%)

prior to treatment with biological medicine.

Where a patient has had a 12 month treatment break, the length of the break is measured from the date the most recent

treatment was stopped to the date of the application to re-commence treatment.

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

Severe chronic plaque psoriasis

Treatment Phase: Initial 2 treatment (Face, hand, foot) - Change of treatment
Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

o Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment
cycle, AND
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¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND

e The treatment must be as systemic monotherapy; OR

o The treatment must be in combination with methotrexate, AND

o Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.
Population criteria:

o Patient must be under 18 years of age.
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and
scaling, to slight or better, or sustained at this level, as compared to the pre-biological treatment baseline values; or
(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the pre-biological
treatment baseline value.
In relation to the biological medicine that the patient is changing from, state whether the patient is changing therapy because:
(i) there is an absence of an adequate response to that treatment; or
(i) there was an intolerance to that treatment; or
(iii) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned
above.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

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

Severe chronic plaque psoriasis

Treatment Phase: Completion of course - treatment covering weeks 16 to 24 (Face, hand, foot)

Treatment criteria:

e Must be treated by a dermatologist, AND

e Patient must be undergoing current PBS-subsidised treatment with this biological medicine, with the intention to complete
the remainder of a 24-week treatment course with this biological medicine.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

¢ The treatment must be in combination with methotrexate, AND

o Patient must been assessed for response to treatment after at least 12 weeks treatment with the preceding supply of this
biological medicine, but within 8 weeks of the last administered dose, AND

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

o Patient must not receive more than 8 weeks of treatment with etanercept under this restriction.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and

scaling, to slight or better, or sustained at this level, as compared to the baseline values; or

(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this

treatment cycle.

The same body area assessed at the baseline PASI assessment must be assessed for demonstration of response to

treatment for the purposes of gaining approval for the remainder of 24 weeks treatment.

Note Aim to conduct and submit the PASI/percentage of skin area affected assessment at week 12 or soon after to ensure
uninterrupted supply.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. 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:
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Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 4 - Re-treatment (face, hand, foot)
Treatment criteria:

e Must be treated by a dermatologist.
Clinical criteria:

e The treatment must be as systemic monotherapy; OR
e The treatment must be in combination with methotrexate, AND

o Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a
foot.

Treatment criteria:

o Patient must be undergoing re-treatment with this biological medicine for this PBS indication after an initial adequate
response to the most recent treatment course, but has since experienced at least one of the following: (i) all PASI sub-
measures (redness, thickness, scaling) are rated as 'moderate’ to 'severe’, (ii) at least 2 of the 3 PASI sub-measures are
rated as 'severe' to 'very severe', (iii) the skin area affected has increased by at least 50% since the last administered
dose, (iv) the skin area affected is at least 30% of the total skin area of the face/hand/foot.

Clinical criteria:

o Patient must not have failed more than once to achieve an adequate response with etanercept, AND

o Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.
Population criteria:
o Patient must be under 18 years of age.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
Where a patient has had a treatment break the length of the break is measured from the date the most recent treatment was
stopped to the date of the application for further treatment.
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

etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12882B Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1050.14 42.50  ® Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
1963H Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1050.14 42.50 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
1964]) Max.QtyPacks No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 1050.14 42.50 2 Enbrel [PF]

* HUMAN CHORIONIC GONADOTROPHIN
Note Pharmaceutical Benefits that have the brand Brevactid 1500 I.E may be substituted for Pharmaceutical Benefits that have
the brand Pregnyl 1500 in the case of a shortage.
Note Patients with hyperprolactinaemia should have had appropriate surgical or medical treatment prior to treatment.

Restricted benefit
Anovulatory infertility

Note Except in cases of hypopituitarism or primary amenorrhoea, the patient should have been adequately treated with clomifene
citrate and/or gonadorelin and failed to have conceived.

Note Women who have had apparent ovulation induced by other agents and have failed to conceive should have laparoscopic
evidence that there is no other impediment to conception.

Note Oligomenorrhoea should have been present for at least twelve months or amenorrhoea for at least six months prior to
treatment.

Restricted benefit
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Infertility
Population criteria:

o Patient must be male.
Clinical criteria:

e The condition must be due to hypogonadotrophic hypogonadism.
Restricted benefit

Infertility
Population criteria:

e Patient must be male.
Clinical criteria:

¢ The condition must be associated with isolated luteinising hormone deficiency.
Restricted benefit

Combined deficiency of human growth hormone and gonadotrophins

Population criteria:

o Patient must be male.
Clinical criteria:

¢ Patient must be one in whom the absence of secondary sexual characteristics indicates a lag in maturation.
Restricted benefit

Hypogonadism or delayed puberty
Population criteria:
e Patient must be male, AND

o Patient must be aged 16 years or older.
Clinical criteria:

e Patient must show clinical evidence of the condition, AND
e The treatment must not extend beyond 6 months.
human chorionic gonadotrophin 1500 units injection [3 vials] (&) inert substance diluent [3 x 1 mL vials], 1 pack
12905F Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
1 5 . 96.04 42.50 @ Brevactid 1500 I.E [DZ]

human chorionic gonadotrophin 1500 units injection [3 vials] (&) inert substance diluent [3 x 1 mL vials], 1 pack
11148R Max.Qty Packs No.of Rpts ~ Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 46.03 4250 @ Pregnyl [0Q]

* IBRUTINIB

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 For the purposes of administering this restriction, current Bruton tyrosine kinase inhibitors are: acalabrutinib, ibrutinib,
zanubrutinib

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

Mantle cell ymphoma

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must have relapsed or be refractory to at least one prior therapy, AND

o Patient must have a WHO performance status of 0 or 1, AND

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

¢ Patient must be untreated with Bruton tyrosine kinase inhibitor therapy; OR

o Patient must have developed intolerance to another Bruton tyrosine kinase inhibitor of a severity necessitating permanent

treatment withdrawal, when treated for this PBS indication.

Authority required

Mantle cell ymphoma

Treatment Phase: Continuing treatment

Clinical criteria:

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

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

¢ Patient must not have developed disease progression while being treated with this drug for this condition.
ibrutinib 140 mg capsule, 120
114198 Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 11672.27 42.50 Imbruvica [JC]

* IMATINIB

Note Pharmaceutical benefits that have the form imatinib tablet 100 mg and imatinib capsule 100 mg are equivalent for the
purposes of substitution.
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - FIRST-LINE THERAPY
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia (CML) in the first line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent.

1. Initial First-line treatment

A patient will be able to be prescribed any of imatinib mesilate, dasatinib or nilotinib within the initial 18 month treatment
period, as long as only one agent is used at a time and providing the patient has not failed to respond to any one of these
TKis.

During the initial 18 month treatment period, switching between approved first-line agents may only occur for reasons of
intolerance, not failure to respond.

2. Continuing First-line treatment

Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% on the
international scale (Blood 108:28-37,2006) to receive continuing therapy.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for
prescription of second-line agents.

Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib no approval
will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid leukaemia, where that patient has at
any time failed to meet the response criteria whilst on that TKI agent.

3. Authority approval requirements

Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or nilotinib: For the purposes of assessing
response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib either cytogenetic analysis indicating the
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be conducted
and the results must be documented in the patient's medical records. For bone marrow analyses, where the standard
karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by the use of
fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with imatinib, dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL
level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - first-line therapy

Clinical criteria:

e The condition must be a primary diagnosis of chronic myeloid leukaemia, AND

e The condition must be in the chronic phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

o Patient must not have previously experienced a failure to respond to PBS-subsidised treatment with this drug for this
condition; OR

o Patient must have experienced intolerance, not a failure to respond, to initial PBS-subsidised treatment with dasatinib as
a first-line therapy for this condition; OR

o Patient must have experienced intolerance, not a failure to respond, to initial PBS-subsidised treatment with nilotinib as a
first-line therapy for this condition, AND

e The treatment must not exceed a total maximum of 18 months of therapy with PBS-subsidised treatment with a tyrosine
kinase inhibitor for this condition under this restriction, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Applications under this restriction will be limited to provide patients with a maximum of 18 months of therapy with dasatinib,

imatinib or nilotinib from the date the first application for initial treatment was approved.
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Patients should be commenced on a dose of imatinib mesilate of 400 mg (base) daily. Continuing therapy is dependent on
patients demonstrating a response to imatinib mesilate therapy following the initial 18 months of treatment and at 12 monthly
intervals thereafter.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow
supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report
documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the
patient's medical records.

The expression of the Philadelphia chromosome should be confirmed through cytogenetic analysis by standard karyotyping;
or if standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be documented in the patient's
medical records.

imatinib 100 mg capsule, 60

10915L Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 334.85 42.50 2 CIPLA IMATINIB ADULT [LR] 2 Imatinib-APOTEX [TX]
2 IMATINIB-DRLA [RZ] 2 Imatinib GH [GQ]
imatinib 100 mg tablet, 60
9113P Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 334.85 4250 @ Gilmat [CR] @ Glivec [AF]
2 IMATINIB RBX [RA] 2 Imatinib-Teva [SZ]
= IMATINIB

Note Pharmaceutical benefits that have the form imatinib tablet 400 mg and imatinib capsule 400 mg are equivalent for the

purposes of substitution.

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

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

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - FIRST-LINE THERAPY

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia (CML) in the first line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent.

1. Initial First-line treatment

A patient will be able to be prescribed any of imatinib mesilate, dasatinib or nilotinib within the initial 18 month treatment
period, as long as only one agent is used at a time and providing the patient has not failed to respond to any one of these
TKis.

During the initial 18 month treatment period, switching between approved first-line agents may only occur for reasons of
intolerance, not failure to respond.

2. Continuing First-line treatment

Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% on the
international scale (Blood 108:28-37,2006) to receive continuing therapy.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for
prescription of second-line agents.

Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib no approval
will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid leukaemia, where that patient has at
any time failed to meet the response criteria whilst on that TKI agent.

3. Authority approval requirements

Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or nilotinib: For the purposes of assessing
response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib either cytogenetic analysis indicating the
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be conducted
and the results must be documented in the patient's medical records. For bone marrow analyses, where the standard
karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by the use of
fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with imatinib, dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL
level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
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at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - first-line therapy

Clinical criteria:

e The condition must be a primary diagnosis of chronic myeloid leukaemia, AND
e The condition must be in the chronic phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

o Patient must not have previously experienced a failure to respond to PBS-subsidised treatment with this drug for this
condition; OR

o Patient must have experienced intolerance, not a failure to respond, to initial PBS-subsidised treatment with dasatinib as
a first-line therapy for this condition; OR

o Patient must have experienced intolerance, not a failure to respond, to initial PBS-subsidised treatment with nilotinib as a
first-line therapy for this condition, AND

e The treatment must not exceed a total maximum of 18 months of therapy with PBS-subsidised treatment with a tyrosine
kinase inhibitor for this condition under this restriction, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Applications under this restriction will be limited to provide patients with a maximum of 18 months of therapy with dasatinib,

imatinib or nilotinib from the date the first application for initial treatment was approved.

Patients should be commenced on a dose of imatinib mesilate of 400 mg (base) daily. Continuing therapy is dependent on

patients demonstrating a response to imatinib mesilate therapy following the initial 18 months of treatment and at 12 monthly

intervals thereafter.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow

supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report

documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the

patient's medical records.

The expression of the Philadelphia chromosome should be confirmed through cytogenetic analysis by standard karyotyping;

or if standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by

the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be documented in the patient's

medical records.

imatinib 400 mg tablet, 30

0114Q Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 662.61 4250 @ Gilmat [CR] @ Glivec [AF]
2 IMATINIB RBX [RA] 2 Imatinib-Teva [SZ]
imatinib 400 mg capsule, 30
10916M Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 662.61 42.50 2 CIPLA IMATINIB ADULT [LR] @ Imatinib-APOTEX [TX]
2 IMATINIB-DRLA [RZ] 2 Imatinib GH [GQ]
= IMATINIB

Note Pharmaceutical benefits that have the form imatinib tablet 400 mg and imatinib capsule 400 mg are equivalent for the
purposes of substitution.

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

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - FIRST-LINE THERAPY
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia (CML) in the first line treatment setting.
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent.
1. Initial First-line treatment
A patient will be able to be prescribed any of imatinib mesilate, dasatinib or nilotinib within the initial 18 month treatment
period, as long as only one agent is used at a time and providing the patient has not failed to respond to any one of these
TKis.
During the initial 18 month treatment period, switching between approved first-line agents may only occur for reasons of
intolerance, not failure to respond.
2. Continuing First-line treatment
Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% on the
international scale (Blood 108:28-37,2006) to receive continuing therapy.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.
During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for
prescription of second-line agents.

General Pharmaceutical Benefits 95



Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib no approval
will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid leukaemia, where that patient has at
any time failed to meet the response criteria whilst on that TKI agent.

3. Authority approval requirements

Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or nilotinib: For the purposes of assessing
response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib either cytogenetic analysis indicating the
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be conducted
and the results must be documented in the patient's medical records. For bone marrow analyses, where the standard
karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by the use of
fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with imatinib, dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL
level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

Authority required (STREAMLINED)

12536

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment - first-line therapy

Clinical criteria:

e The condition must be in the chronic phase, AND

o Patient must have received initial continuing PBS-subsidised treatment with this drug as a first-line therapy for this
condition; OR

¢ Patient must have experienced intolerance, not a failure to respond, to continuing PBS-subsidised first-line treatment with
dasatinib for this condition; OR

o Patient must have experienced intolerance, not a failure to respond, to continuing PBS-subsidised first-line treatment with
nilotinib for this condition, AND

¢ Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

¢ Patient must have achieved a peripheral blood level of BCR-ABL of less than 1% in the preceding 18 months and
thereafter at 12 monthly intervals, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on

the international scale [see Note explaining requirements] must be documented in the patient's medical records.

imatinib 400 mg tablet, 30

11752M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 662.61 42.50 2 Gilmat [CR] @ Glivec [AF]
2 IMATINIB RBX [RA] 2 Imatinib-Teva [SZ]
imatinib 400 mg capsule, 30
11772N Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 662.61 42.50 @ CIPLA IMATINIB ADULT [LR] 2 Imatinib-APOTEX [TX]
2 IMATINIB-DRLA [RZ] 2@ Imatinib GH [GQ]
= IMATINIB

Note Pharmaceutical benefits that have the form imatinib tablet 100 mg and imatinib capsule 100 mg are equivalent for the

purposes of substitution.

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

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

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - FIRST-LINE THERAPY

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia (CML) in the first line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent.

1. Initial First-line treatment

A patient will be able to be prescribed any of imatinib mesilate, dasatinib or nilotinib within the initial 18 month treatment
period, as long as only one agent is used at a time and providing the patient has not failed to respond to any one of these
TKis.

During the initial 18 month treatment period, switching between approved first-line agents may only occur for reasons of
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intolerance, not failure to respond.

2. Continuing First-line treatment

Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% on the
international scale (Blood 108:28-37,2006) to receive continuing therapy.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for
prescription of second-line agents.

Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib no approval
will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid leukaemia, where that patient has at
any time failed to meet the response criteria whilst on that TKI agent.

3. Authority approval requirements

Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or nilotinib: For the purposes of assessing
response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib either cytogenetic analysis indicating the
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be conducted
and the results must be documented in the patient's medical records. For bone marrow analyses, where the standard
karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by the use of
fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with imatinib, dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL
level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

Authority required (STREAMLINED)

12536

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment - first-line therapy

Clinical criteria:

e The condition must be in the chronic phase, AND

o Patient must have received initial continuing PBS-subsidised treatment with this drug as a first-line therapy for this
condition; OR

o Patient must have experienced intolerance, not a failure to respond, to continuing PBS-subsidised first-line treatment with
dasatinib for this condition; OR

¢ Patient must have experienced intolerance, not a failure to respond, to continuing PBS-subsidised first-line treatment with
nilotinib for this condition, AND

e Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

e Patient must have achieved a peripheral blood level of BCR-ABL of less than 1% in the preceding 18 months and
thereafter at 12 monthly intervals, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on

the international scale [see Note explaining requirements] must be documented in the patient's medical records.

imatinib 100 mg capsule, 60

11782D Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 334.85 42.50 @ CIPLA IMATINIB ADULT [LR] 2 Imatinib-APOTEX [TX]
2 IMATINIB-DRLA [RZ] 2 Imatinib GH [GQ]
imatinib 100 mg tablet, 60
11775R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 334.85 42.50 @ Gilmat [CR] 2 Glivec [AF]
2 IMATINIB RBX [RA] @ Imatinib-Teva [SZ]
= IMATINIB

Note Pharmaceutical benefits that have the form imatinib tablet 100 mg and imatinib capsule 100 mg are equivalent for the
purposes of substitution.

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

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

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - first-line therapy

Clinical criteria:

e The condition must be a primary diagnosis of chronic myeloid leukaemia, AND

e The condition must be in the accelerated phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

¢ Patient must not have previously experienced a failure to respond to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Accelerated phase is defined by the presence of 1 or more of the following:

1. Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 15% but less than 30%; or

2. Percentage of blasts plus promyelocytes in the peripheral blood or bone marrow greater than or equal to 30%, provided

that blast count is less than 30%; or

3. Peripheral basophils greater than or equal to 20%; or

4. Progressive splenomegaly to a size greater than or equal to 10 cm below the left costal margin to be confirmed on 2

occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size below the left costal margin over 4

weeks; or

5. Karyotypic evolution (chromosomal abnormalities in addition to a single Philadelphia chromosome).

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow

supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report

documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the

patient's medical records.

The expression of the Philadelphia chromosome should be confirmed through cytogenetic analysis by standard karyotyping;

or if standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by

the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be documented in the patient's

medical records.

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - first-line therapy

Clinical criteria:

e The condition must be a primary diagnosis of chronic myeloid leukaemia, AND

e The condition must be in the blast phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

o Patient must not have previously experienced a failure to respond to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Blast crisis is defined as either:

1. Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 30%; or

2. Extramedullary involvement other than spleen and liver.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow

supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report

documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the

patient's medical records.

The expression of the Philadelphia chromosome should be confirmed through cytogenetic analysis by standard karyotyping;

or if standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by

the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be documented in the patient's

medical records.

imatinib 100 mg capsule, 60

10920R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 . 334.85 42.50 2 CIPLA IMATINIB ADULT [LR] 2 Imatinib-APOTEX [TX]
2 IMATINIB-DRLA [RZ] 2 Imatinib GH [GQ]
imatinib 100 mg tablet, 60
9115R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 . 334.85 4250 @ Gilmat [CR] @ Glivec [AF]
2 IMATINIB RBX [RA] 2 Imatinib-Teva [SZ]
= IMATINIB

Note Pharmaceutical benefits that have the form imatinib tablet 400 mg and imatinib capsule 400 mg are equivalent for the

purposes of substitution.

Note No increase in the maximum number of repeats may be authorised.
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

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

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - first-line therapy

Clinical criteria:

e The condition must be a primary diagnosis of chronic myeloid leukaemia, AND

e The condition must be in the accelerated phase, AND

¢ The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

o Patient must not have previously experienced a failure to respond to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Accelerated phase is defined by the presence of 1 or more of the following:

1. Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 15% but less than 30%; or

2. Percentage of blasts plus promyelocytes in the peripheral blood or bone marrow greater than or equal to 30%, provided

that blast count is less than 30%; or

3. Peripheral basophils greater than or equal to 20%; or

4. Progressive splenomegaly to a size greater than or equal to 10 cm below the left costal margin to be confirmed on 2

occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size below the left costal margin over 4

weeks; or

5. Karyotypic evolution (chromosomal abnormalities in addition to a single Philadelphia chromosome).

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow

supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report

documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the

patient's medical records.

The expression of the Philadelphia chromosome should be confirmed through cytogenetic analysis by standard karyotyping;

or if standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by

the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be documented in the patient's

medical records.

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - first-line therapy

Clinical criteria:

¢ The condition must be a primary diagnosis of chronic myeloid leukaemia, AND

e The condition must be in the blast phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

¢ Patient must not have previously experienced a failure to respond to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Blast crisis is defined as either:

1. Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 30%; or

2. Extramedullary involvement other than spleen and liver.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow

supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report

documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the

patient's medical records.

The expression of the Philadelphia chromosome should be confirmed through cytogenetic analysis by standard karyotyping;

or if standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by

the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be documented in the patient's

medical records.

imatinib 400 mg tablet, 30

9116T Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 662.61 42.50 2 Gilmat [CR] 2 Glivec [AF]
2 IMATINIB RBX [RA] @ Imatinib-Teva [SZ]
imatinib 400 mg capsule, 30
10935M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 662.61 42.50 2 CIPLA IMATINIB ADULT [LR] 2 Imatinib-APOTEX [TX]

@ IMATINIB-DRLA [RZ] ? Imatinib GH [GQ]

* IMATINIB

Note Pharmaceutical benefits that have the form imatinib tablet 400 mg and imatinib capsule 400 mg are equivalent for the

purposes of substitution.
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Note Authority applications for increased quantities/ repeats (where relevant) may be made by telephone to Services Australia on

1800 700 270 (hours of operation 8 a.m. to 5 p.m. Monday to Friday).

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

Authority required (STREAMLINED)

12542

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received initial PBS-subsidised treatment with this drug as a first-line therapy for this condition, AND
e The condition must be in the accelerated phase, AND

The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain

reaction (PCR).
Authority required (STREAMLINED)

12525

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have received initial PBS-subsidised treatment with this drug as a first-line therapy for this condition, AND
e The condition must be in the blast phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR).

imatinib 400 mg tablet, 30

11878E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 662.61 42.50 2 Gilmat [CR] 2 Glivec [AF]
2 IMATINIB RBX [RA] @ Imatinib-Teva [SZ]
imatinib 400 mg capsule, 30
11870R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 662.61 42.50 @ CIPLA IMATINIB ADULT [LR] 2 Imatinib-APOTEX [TX]

@ IMATINIB-DRLA [RZ] ? Imatinib GH [GQ]

* IMATINIB

Note Pharmaceutical benefits that have the form imatinib tablet 100 mg and imatinib capsule 100 mg are equivalent for the

purposes of substitution.

Note Authority applications for increased quantities/ repeats (where relevant) may be made by telephone to Services Australia on

1800 700 270 (hours of operation 8 a.m. to 5 p.m. Monday to Friday).

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

Authority required (STREAMLINED)

12542

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received initial PBS-subsidised treatment with this drug as a first-line therapy for this condition, AND
e The condition must be in the accelerated phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain

reaction (PCR).
Authority required (STREAMLINED)

12525

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received initial PBS-subsidised treatment with this drug as a first-line therapy for this condition, AND
e The condition must be in the blast phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR).

imatinib 100 mg capsule, 60

11875B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 334.85 42.50 @ CIPLA IMATINIB ADULT [LR] 2 Imatinib-APOTEX [TX]
2 IMATINIB-DRLA [RZ] 2@ Imatinib GH [GQ]
imatinib 100 mg tablet, 60
11880G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
1 2 334.85 42.50 @ Gilmat [CR] 2 Glivec [AF]
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a IMATINIB RBX [RA] 2 Imatinib-Teva [SZ]

* MOLNUPIRAVIR

CONDNAWN

10.
11.

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)
12582
SARS-CoV-2 infection
Clinical criteria:
e Patient must have received a positive polymerase chain reaction (PCR) test result; OR
e Patient must have received a positive rapid antigen test (RAT) result verified by a medical practitioner, AND
o Patient must have at least one sign or symptom attributable to COVID-19, AND
e Patient must not require hospitalisation at the time of prescribing, AND
o Patient must be aged 65 years or over and at high risk, AND
e The treatment must be initiated within 5 days of symptom onset.
For the purpose of administering this restriction, high risk is defined as the presence of at least two of the following
conditions:
The patient has received less than 2 doses of SARS-CoV-2 vaccine,
The patient is aged 75 years or over,
The patient is in residential aged care or residential disability care,
Neurological conditions, including stroke and dementia,
Respiratory compromise, including COPD, moderate or severe asthma (required inhaled steroids), and bronchiectasis,
Congestive heart failure (NYHA Class Il or greater),
Obesity (BMI greater than 30 kg/m?),
Diabetes Types | and Il, requiring medication for glycaemic control,
Renal failure (eGFR less than 60mL/min),
Cirrhosis, or
The patient has reduced, or lack of, access to higher level healthcare and lives in an area of geographic remoteness

classified by the Modified Monash Model as Category 5 or above.

Details of the patients' medical condition necessitating use of this drug must be recorded in the patients' medical records.
For the purpose of administering this restriction, signs or symptoms attributable to COVID-19 are: fever greater than 38
degrees Celsius, chills, cough, sore throat, shortness of breath or difficulty breathing with exertion, fatigue, nasal congestion,
runny nose, headache, muscle or body aches, nausea, vomiting, diarrhea, loss of taste, loss of smell.

Where PCR is used to confirm diagnosis, the result, testing date, location and test provider must be recorded on the patient
record.

Where a RAT is used to confirm diagnosis, the test must be verified by a medical practitioner. The test result, testing date,
location and test provider (where relevant) must be recorded on the patient record.

This drug is not PBS-subsidised for pre-exposure or post-exposure prophylaxis for the prevention of SARS-CoV-2 infection.
Authority required (STREAMLINED)

12583

SARS-CoV-2 infection

Clinical criteria:

¢ Patient must have received a positive polymerase chain reaction (PCR) test result; OR

¢ Patient must have received a positive rapid antigen test (RAT) result verified by a medical practitioner, AND

¢ Patient must have at least one sign or symptom attributable to COVID-19, AND

¢ Patient must not require hospitalisation at the time of prescribing, AND

o Patient must be moderately to severely immunocompromised, AND

o Patient must be at risk of progression to severe disease due to immunocompromised status, AND

e The treatment must be initiated within 5 days of symptom onset.

Population criteria:

o Patient must be aged 18 years or over.

For the purpose of administering this restriction, "moderately to severely immunocompromised" patients are those with:

1. any primary or acquired immunodeficiency including:

a. Haematologic neoplasms: leukaemias, lymphomas, myelodysplastic syndromes, multiple myeloma and other plasma cell
disorders,

b. Post-transplant: solid organ (on immunosuppressive therapy), haematopoietic stem cell transplant (within 24 months),
¢. Immunocompromised due to primary or acquired (HIV/AIDS) immunodeficiency OR

2. any significantly immunocompromising condition(s) where, in the last 3 months the patient has received:

a. Chemotherapy or whole body radiotherapy,

b. High-dose corticosteroids (greater than or equal to 20 mg of prednisone per day, or equivalent) for at least 14 days in a
month, or pulse corticosteroid therapy,

c. Biological agents and other treatments that deplete or inhibit B cell or T cell function (anti-CD20 antibodies, BTK inhibitors,
JAK inhibitors, sphingosine 1-phosphate receptor modulators, anti-CD52 antibodies, anti-complement antibodies, anti-
thymocyte globulin),

d. Selected conventional synthetic disease-modifying anti-rheumatic drugs (csDMARDs) including mycophenolate,
methotrexate (more than 0.4mg/kg/week), leflunomide, azathioprine (at least 3mg/kg/day), 6-mercaptopurine (at least

General Pharmaceutical Benefits 101



CONDORWLN

10.

1.5mg/kg/day), alkylating agents (e.g. cyclophosphamide, chlorambucil), and systemic calcineurin inhibitors (e.g. cyclosporin,
tacrolimus) OR

3. any significantly immunocompromising condition(s) where, in the last 12 months the patient has received rituximab,

4. Others with very high risk conditions including Down Syndrome, cerebral palsy, congenital heart disease, thalassemia,
sickle cell disease and other haemoglobinopathies OR

5. People with severe intellectual or physical disabilities requiring residential care

Details of the patients' medical condition necessitating use of this drug must be recorded in the patients' medical records.
For the purpose of administering this restriction, signs or symptoms attributable to COVID-19 are: fever greater than 38
degrees Celsius, chills, cough, sore throat, shortness of breath or difficulty breathing with exertion, fatigue, nasal congestion,
runny nose, headache, muscle or body aches, nausea, vomiting, diarrhea, loss of taste, loss of smell.

Access to this drug through this restriction is permitted irrespective of vaccination status.

Where PCR is used to confirm diagnosis, the result, testing date, location and test provider must be recorded on the patient
record.

Where a RAT is used to confirm diagnosis, the test must be verified by a medical practitioner. The test result, testing date,
location and test provider (where relevant) must be recorded on the patient record.

This drug is not PBS-subsidised for pre-exposure or post-exposure prophylaxis for the prevention of SARS-CoV-2 infection.
Authority required (STREAMLINED)

12584

SARS-CoV-2 infection

Clinical criteria:

¢ Patient must have received a positive polymerase chain reaction (PCR) test result; OR

¢ Patient must have received a positive rapid antigen test (RAT) result verified by a medical practitioner, AND

¢ Patient must have at least one sign or symptom attributable to COVID-19, AND

¢ Patient must not require hospitalisation at the time of prescribing.

Population criteria:

o Patient must identify as Aboriginal or Torres Strait Islander.

Clinical criteria:

o Patient must be aged 50 or over and at high risk, AND

e The treatment must be initiated within 5 days of symptom onset.

For the purpose of administering this restriction, high risk is defined as the presence of at least two of the following
conditions:

The patient has received less than 2 doses of SARS-CoV-2 vaccine,

The patient is in residential aged care or residential disability care,

Neurological conditions, including stroke and dementia,

Respiratory compromise, including COPD, moderate or severe asthma (required inhaled steroids), and bronchiectasis,
Congestive heart failure (NYHA Class Il or greater),

Obesity (BMI greater than 30kg/m?),

Diabetes Types | and Il, requiring medication for glycaemic control,

Renal failure (eGFR less than 60mL/min),

Cirrhosis, or

The patient has reduced, or lack of, access to higher level healthcare and lives in an area of geographic remoteness

classified by the Modified Monash Model as Category 5 or above.

Details of the patients' medical condition necessitating use of this drug must be recorded in the patients' medical records.
For the purpose of administering this restriction, signs or symptoms attributable to COVID-19 are: fever greater than 38
degrees Celsius, chills, cough, sore throat, shortness of breath or difficulty breathing with exertion, fatigue, nasal congestion,
runny nose, headache, muscle or body aches, nausea, vomiting, diarrhea, loss of taste, loss of smell.

Where PCR is used to confirm diagnosis, the result, testing date, location and test provider must be recorded on the patient
record.

Where a RAT is used to confirm diagnosis, the test must be verified by a medical practitioner. The test result, testing date,
location and test provider (where relevant) must be recorded on the patient record.

This drug is not PBS-subsidised for pre-exposure or post-exposure prophylaxis for the prevention of SARS-CoV-2 infection.

molnupiravir 200 mg capsule, 40
12910L Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 . . 1101.33 42.50 Lagevrio [MK]

= NILOTINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - SECOND-LINE THERAPY

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for all phases of chronic myeloid leukaemia (CML) in the second-line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to dasatinib or nilotinib.

Patients are eligible for PBS-subsidised second-line treatment of CML if they have experienced treatment failure in the first-
line treatment setting.

Patients are eligible for PBS-subsidised treatment with either dasatinib or nilotinib if they have not failed prior PBS-
subsidised treatment with either dasatinib or nilotinib in the first-line treatment setting. Patients are eligible for PBS-
subsidised treatment with either dasatinib or nilotinib at any one time and must not be receiving concomitant interferon alfa
therapy. Eligible patients may only swap between these agents if they have not failed prior PBS-subsidised treatment with
that agent and may only occur for reasons of intolerance.

Dasatinib is PBS-subsidised for all phases of CML (chronic, accelerated and blast phase) in the second-line treatment
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setting.
Nilotinib is PBS-subsidised for chronic and accelerated phase CML in the second-line setting. Nilotinib is not approved for
patients in blast crisis in any (first, second, third-line) treatment setting.
Imatinib is not approved for second-line treatment of CML.
1. Initial second-line treatment
A patient will be able to be prescribed either dasatinib or nilotinib within the initial 18 month treatment period as second-line
therapy, as long as only one agent is approved at a time and providing the patient did not fail that drug as first-line therapy.
During the initial 18 month treatment period, switching between approved second-line agents may only occur for reasons of
intolerance, not failure of response.
2. Continuing treatment for second-line treatment
For continuing applications, patients must demonstrate response to PBS-subsidised treatment as follows:
(i) within 18 months of the commencement of treatment, at which time patients in whom a major cytogenetic response or
peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108:28-37,2006) has been demonstrated
may receive authorisation for a further 12 months of treatment; and
(i) at no greater than 12 month intervals thereafter, to demonstrate that the major cytogenetic response or peripheral blood
BCR-ABL level of less than 1% has been sustained.
All pathology reports must be documented in the patient's medical records.
During second line continuing treatment beyond the initial 18 month treatment period, switching between approved second
line TKI agents may only occur for reason of intolerance. Where there is failure of response, switching may only occur
through application for prescription of a third line agent.
3. Authority approval requirements
Response criteria to initial treatment with dasatinib or nilotinib:
For the purposes of assessing response to PBS-subsidised treatment with dasatinib or nilotinib, either cytogenetic analysis
indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or
quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale,
must be conducted and the results must be documented in the patient's medical records. For bone marrow analyses, where
the standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of
less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).
4. Definitions of response
A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.
5. Definitions of loss of response
Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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).

Authority required (STREAMLINED)
12563
Chronic Myeloid Leukaemia (CML)
Treatment Phase: Continuing treatment - second-line therapy
Clinical criteria:
¢ Patient must have received initial PBS-subsidised treatment with this drug as a second-line therapy for this condition; OR
¢ Patient must have experienced intolerance, not a failure to respond, to PBS-subsidised second-line treatment with
dasatinib for this condition, AND
e Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR
e Patient must have achieved a peripheral blood level of BCR-ABL of less than 1% in the preceding 18 months and
thereafter at 12 monthly intervals, AND
e The treatment must be the sole PBS-subsidised therapy for this condition.
A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on
the international scale [see Note explaining requirements] must be documented in the patient's medical records.
nilotinib 200 mg capsule, 120
12858R Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 5056.76 42.50 Tasigna [NV]

* NILOTINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - THIRD-LINE THERAPY
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for all phases of chronic myeloid leukaemia (CML) in the third-line treatment setting.
Where the term TKI agent appears in the following notes and restrictions it refers to dasatinib or nilotinib.
Patients are eligible for PBS-subsidised third-line treatment of CML if they have experienced treatment failure in the second-
line treatment setting.
Patients are eligible for PBS-subsidised treatment with either dasatinib or nilotinib if they have not failed prior PBS-
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subsidised treatment with either dasatinib or nilotinib in the first-line or second-line treatment setting. Patients are eligible for
PBS-subsidised treatment with either dasatinib or nilotinib at any one time and must not be receiving concomitant interferon
alfa therapy. Eligible patients may only swap between these agents if they have not failed prior PBS-subsidised treatment
with that agent and may only occur for reasons of intolerance.

Dasatinib is PBS-subsidised for all phases of CML (chronic, accelerated and blast phase) in the third-line treatment setting.
Nilotinib is PBS-subsidised for chronic and accelerated phase CML in the third-line setting. Nilotinib is not approved for
patients in blast crisis in any (first, second, third-line) treatment setting.

Imatinib is not approved for third-line treatment of CML.

1. Initial third-line treatment

Third-line treatment with a TKI can only be approved when imatinib has been used for first-line treatment. Patients will only
be approved for PBS-subsidised treatment with one third-line agent.

2. Continuing treatment for third-line treatment

For continuing applications, patients must demonstrate response to PBS-subsidised treatment as follows:

(i) within 18 months of the commencement of treatment, at which time patients in whom a major cytogenetic response or
peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) has been demonstrated
may receive authorisation for a further 12 months of treatment; and

(ii) at no greater than 12 month intervals thereafter, to demonstrate that the major cytogenetic response or peripheral blood
BCR-ABL level of less than 1% has been sustained.

All pathology reports must be documented in the patient's medical records.

3. Authority approval requirements

Response criteria to initial treatment with dasatinib or nilotinib:

For the purposes of assessing response to PBS-subsidised treatment with dasatinib or nilotinib, either cytogenetic analysis
indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or
quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale,
must be conducted and the result must be documented in the patient's medical records. For bone marrow analyses, where
the standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of
less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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).

Authority required (STREAMLINED)

12522

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment - third-line therapy

Clinical criteria:

¢ Patient must have received initial PBS-subsidised treatment with this drug as a third-line therapy for this condition, AND

o Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

¢ Patient must have achieved a peripheral blood level of BCR-ABL of less than 1% in the preceding 18 months and
thereafter at 12 monthly intervals, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on

the international scale [see Note explaining requirements] must be documented in the patient's medical records.

nilotinib 200 mg capsule, 120
12867F Max.Qty Packs No.ofRpts ~ Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 5056.76  42.50  Tasigna [NV]

= NILOTINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - FIRST-LINE THERAPY

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia (CML) in the first line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent.

1. Initial First-line treatment

A patient will be able to be prescribed any of imatinib mesilate, dasatinib or nilotinib within the initial 18 month treatment
period, as long as only one agent is used at a time and providing the patient has not failed to respond to any one of these
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TKils.
During the initial 18 month treatment period, switching between approved first-line agents may only occur for reasons of
intolerance, not failure to respond.
2. Continuing First-line treatment
Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% on the
international scale (Blood 108:28-37,2006) to receive continuing therapy.
For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.
During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for
prescription of second-line agents.
Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib no approval
will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid leukaemia, where that patient has at
any time failed to meet the response criteria whilst on that TKI agent.
3. Authority approval requirements
Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or nilotinib: For the purposes of assessing
response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib either cytogenetic analysis indicating the
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be conducted
and the results must be documented in the patient's medical records. For bone marrow analyses, where the standard
karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by the use of
fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with imatinib, dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL
level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).
4. Definitions of response
A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.
5. Definitions of loss of response
Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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).

Authority required (STREAMLINED)

12572

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Continuing treatment - first-line therapy

Clinical criteria:

e The condition must be in the chronic phase, AND

¢ Patient must have received initial PBS-subsidised treatment with this drug as a first-line therapy for this condition; OR

o Patient must have experienced intolerance, not a failure to respond, to continuing PBS-subsidised first-line treatment with
imatinib for this condition; OR

o Patient must have experienced intolerance, not a failure to respond, to continuing PBS-subsidised first-line treatment with
dasatinib for this condition, AND

o Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

o Patient must have achieved a peripheral blood level of BCR-ABL of less than 1% in the preceding 18 months and
thereafter at 12 monthly intervals, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on

the international scale [see Note explaining requirements] must be documented in the patient's medical records.

nilotinib 150 mg capsule, 120
12868G Max.Qty Packs No.ofRpts Premum$ DPMQ$ MRVSNS$  Brand Name and Manufacturer

1 5 . 3856.11 42.50 Tasigna [NV]

= NILOTINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - FIRST-LINE THERAPY
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia (CML) in the first line treatment setting.
Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent.
1. Initial First-line treatment
A patient will be able to be prescribed any of imatinib mesilate, dasatinib or nilotinib within the initial 18 month treatment
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period, as long as only one agent is used at a time and providing the patient has not failed to respond to any one of these
TKis.

During the initial 18 month treatment period, switching between approved first-line agents may only occur for reasons of
intolerance, not failure to respond.

2. Continuing First-line treatment

Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% on the
international scale (Blood 108:28-37,2006) to receive continuing therapy.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for
prescription of second-line agents.

Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib no approval
will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid leukaemia, where that patient has at
any time failed to meet the response criteria whilst on that TKI agent.

3. Authority approval requirements

Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or nilotinib: For the purposes of assessing
response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib either cytogenetic analysis indicating the
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be conducted
and the results must be documented in the patient's medical records. For bone marrow analyses, where the standard
karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by the use of
fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with imatinib, dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL
level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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).

Authority required (STREAMLINED)

12549

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Grandfather treatment for patients initiated with nilotinib 200 mg prior to 1 April 2012 as first-line therapy

Clinical criteria:

e The condition must be in the chronic phase, AND

o Patient must have received PBS-subsidised treatment with nilotinib 200mg as a first-line therapy for this condition prior to
1 April 2012, AND

e Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

e Patient must have achieved a peripheral blood level of BCR-ABL of less than 1% in the preceding 18 months and
thereafter at 12 monthly intervals, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

A major cytogenetic response [see Note explaining requirements] or a peripheral blood level of BCR-ABL of less than 1% on

the international scale [see Note explaining requirements] must be documented in the patient's medical records.

nilotinib 200 mg capsule, 120
12885E Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 5056.76 42.50 Tasigna [NV]

* NILOTINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - THIRD-LINE THERAPY

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for all phases of chronic myeloid leukaemia (CML) in the third-line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to dasatinib or nilotinib.

Patients are eligible for PBS-subsidised third-line treatment of CML if they have experienced treatment failure in the second-
line treatment setting.

Patients are eligible for PBS-subsidised treatment with either dasatinib or nilotinib if they have not failed prior PBS-
subsidised treatment with either dasatinib or nilotinib in the first-line or second-line treatment setting. Patients are eligible for
PBS-subsidised treatment with either dasatinib or nilotinib at any one time and must not be receiving concomitant interferon
alfa therapy. Eligible patients may only swap between these agents if they have not failed prior PBS-subsidised treatment
with that agent and may only occur for reasons of intolerance.
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Dasatinib is PBS-subsidised for all phases of CML (chronic, accelerated and blast phase) in the third-line treatment setting.
Nilotinib is PBS-subsidised for chronic and accelerated phase CML in the third-line setting. Nilotinib is not approved for
patients in blast crisis in any (first, second, third-line) treatment setting.
Imatinib is not approved for third-line treatment of CML.
1. Initial third-line treatment
Third-line treatment with a TKI can only be approved when imatinib has been used for first-line treatment. Patients will only
be approved for PBS-subsidised treatment with one third-line agent.
2. Continuing treatment for third-line treatment
For continuing applications, patients must demonstrate response to PBS-subsidised treatment as follows:
(i) within 18 months of the commencement of treatment, at which time patients in whom a major cytogenetic response or
peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) has been demonstrated
may receive authorisation for a further 12 months of treatment; and
(ii) at no greater than 12 month intervals thereafter, to demonstrate that the major cytogenetic response or peripheral blood
BCR-ABL level of less than 1% has been sustained.
All pathology reports must be documented in the patient's medical records.
3. Authority approval requirements
Response criteria to initial treatment with dasatinib or nilotinib:
For the purposes of assessing response to PBS-subsidised treatment with dasatinib or nilotinib, either cytogenetic analysis
indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or
quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale,
must be conducted and the result must be documented in the patient's medical records. For bone marrow analyses, where
the standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of
less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).
4. Definitions of response
A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.
5. Definitions of loss of response
Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - third-line therapy

Clinical criteria:

e The condition must be in the chronic phase; OR

e The condition must be in the accelerated phase, AND

¢ Patient must not have failed PBS-subsidised treatment with this drug for this condition in the first-line setting; OR

¢ Patient must not have failed PBS-subsidised treatment with this drug for this condition in the second-line setting, AND

¢ Patient must have documented failure with an adequate trial of PBS-subsidised first-line treatment with imatinib for this
condition, AND

o Patient must have failed an adequate trial of PBS-subsidised second-line treatment with dasatinib for this condition, AND

e The treatment must not exceed a total maximum of 18 months of therapy with PBS-subsidised treatment with a tyrosine
kinase inhibitor for this condition under this restriction, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Failure of an adequate trial of dasatinib is defined as:

(i) Lack of response to second-line dasatinib therapy, defined as either:

- failure to achieve a haematological response after a minimum of 3 months therapy with dasatinib for patients initially

treated in chronic phase; or

- failure to achieve any cytogenetic response after a minimum of 6 months therapy with dasatinib for patients initially treated

in chronic phase as demonstrated on bone marrow biopsy by presence of greater than 95% Philadelphia chromosome

positive cells; or

- failure to achieve a major cytogenetic response or a peripheral blood BCR-ABL level of less than 1% after a minimum of 12

months therapy with dasatinib; OR

(i) Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph

positive cells on bone marrow biopsy), during ongoing dasatinib therapy; OR

(iiif) Loss of a previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing

consecutively in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing

dasatinib therapy; OR

(iv) Development of accelerated phase in a patient previously prescribed dasatinib for the chronic phase of chronic myeloid

leukaemia.Accelerated phase is defined by the presence of 1 or more of the following:

(1) Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 15% but less than 30%; or
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(2) Percentage of blasts plus promyelocytes in the peripheral blood or bone marrow greater than or equal to 30%, provided
that blast count is less than 30%; or

(3) Peripheral basophils greater than or equal to 20%; or

(4) Progressive splenomegaly to a size greater than or equal to 10 cm below the left costal margin to be confirmed on 2
occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size below the left costal margin over 4
weeks; or

(5) Karyotypic evolution (chromosomal abnormalities in addition to a single Philadelphia chromosome); OR

(v) Disease progression (defined as a greater than or equal to 50% increase in peripheral white blood cell count, blast count,
basophils or platelets) during dasatinib therapy in patients with accelerated phase chronic myeloid leukaemia, provided that
blast crisis has been excluded on bone marrow biopsy.

Patients should be commenced on a dose of nilotinib of 400 mg twice daily. Continuing therapy is dependent on patients
demonstrating a major cytogenetic response to nilotinib therapy or a peripheral blood BCR-ABL level of less than 1% within
18 months and thereafter at 12 monthly intervals.

A bone marrow biopsy pathology report demonstrating the patient has active chronic myeloid leukaemia, either manifest as
cytogenetic evidence of the Philadelphia chromosome, or RT-PCR level of BCR-ABL transcript greater than 0.1% on the
international scale either on peripheral blood or bone marrow must be documented in the patient's medical records.
Pathology report(s) confirming a loss of response to imatinib and dasatinib, from an Approved Pathology Authority or details
of the dates of assessment in the case of progressive splenomegaly or extramedullary involvement must be documented in
the patient's medical records.

nilotinib 200 mg capsule, 120
12887G Max.Qty Packs No.ofRpts Premum$ DPMQ$ MRVSNS$  Brand Name and Manufacturer

1 5 . 5056.76 42.50 Tasigna [NV]

= NILOTINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - FIRST-LINE THERAPY

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia (CML) in the first line treatment setting.

Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib.
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent.

1. Initial First-line treatment

A patient will be able to be prescribed any of imatinib mesilate, dasatinib or nilotinib within the initial 18 month treatment
period, as long as only one agent is used at a time and providing the patient has not failed to respond to any one of these
TKis.

During the initial 18 month treatment period, switching between approved first-line agents may only occur for reasons of
intolerance, not failure to respond.

2. Continuing First-line treatment

Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% on the
international scale (Blood 108:28-37,2006) to receive continuing therapy.

For continuing applications patients must demonstrate a response to PBS-subsidised treatment and a pathology report
demonstrating the patient has responded to the initial course of treatment must be documented in the patient's medical
records.

During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for
prescription of second-line agents.

Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib no approval
will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid leukaemia, where that patient has at
any time failed to meet the response criteria whilst on that TKI agent.

3. Authority approval requirements

Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or nilotinib: For the purposes of assessing
response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib either cytogenetic analysis indicating the
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be conducted
and the results must be documented in the patient's medical records. For bone marrow analyses, where the standard
karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by the use of
fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with imatinib, dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL
level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. Monday to Friday).

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - first-line therapy

Clinical criteria:

o Patient must have a primary diagnosis of chronic myeloid leukaemia, AND

e The condition must be in the chronic phase, AND

e The condition must be expressing the Philadelphia chromosome confirmed through cytogenetic analysis; OR

e The condition must have the transcript BCR-ABL tyrosine kinase confirmed through quantitative polymerase chain
reaction (PCR), AND

o Patient must not have previously experienced a failure to respond to PBS-subsidised first-line treatment with this drug for
this condition; OR

o Patient must have experienced intolerance, not a failure to respond, to initial PBS-subsidised treatment with imatinib as a
first-line therapy for this condition; OR

¢ Patient must have experienced intolerance, not a failure to respond, to initial PBS-subsidised treatment with dasatinib as
a first-line therapy for this condition, AND

e The treatment must not exceed a total maximum of 18 months of therapy with PBS-subsidised treatment with a tyrosine
kinase inhibitor for this condition under this restriction, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Applications under this restriction will be limited to provide patients with a maximum of 18 months of therapy with dasatinib,

imatinib or nilotinib from the date the first application for initial treatment was approved.Patients should be commenced on a

dose of nilotinib of 300 mg twice daily. Continuing therapy is dependent on patients demonstrating a response to nilotinib

therapy following the initial 18 months of treatment and at 12 monthly intervals thereafter.

A pathology cytogenetic report from an Approved Pathology Authority conducted on peripheral blood or bone marrow

supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report

documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow must be documented in the

patient's medical records.

The expression of the Philadelphia chromosome should be confirmed through cytogenetic analysis by standard karyotyping;

or if standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by

the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be documented in the patient's

medical records.

nilotinib 150 mg capsule, 120
1309X Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 3856.11 4250  Tasigna [NV]

= NILOTINIB

Note TREATMENT OF PATIENTS WITH CHRONIC MYELOID LEUKAEMIA - SECOND-LINE THERAPY
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase
inhibitors (TKI) agents for all phases of chronic myeloid leukaemia (CML) in the second-line treatment setting.
Where the term TKI agent appears in the following notes and restrictions it refers to dasatinib or nilotinib.
Patients are eligible for PBS-subsidised second-line treatment of CML if they have experienced treatment failure in the first-
line treatment setting.
Patients are eligible for PBS-subsidised treatment with either dasatinib or nilotinib if they have not failed prior PBS-
subsidised treatment with either dasatinib or nilotinib in the first-line treatment setting. Patients are eligible for PBS-
subsidised treatment with either dasatinib or nilotinib at any one time and must not be receiving concomitant interferon alfa
therapy. Eligible patients may only swap between these agents if they have not failed prior PBS-subsidised treatment with
that agent and may only occur for reasons of intolerance.
Dasatinib is PBS-subsidised for all phases of CML (chronic, accelerated and blast phase) in the second-line treatment
setting.
Nilotinib is PBS-subsidised for chronic and accelerated phase CML in the second-line setting. Nilotinib is not approved for
patients in blast crisis in any (first, second, third-line) treatment setting.
Imatinib is not approved for second-line treatment of CML.
1. Initial second-line treatment
A patient will be able to be prescribed either dasatinib or nilotinib within the initial 18 month treatment period as second-line
therapy, as long as only one agent is approved at a time and providing the patient did not fail that drug as first-line therapy.
During the initial 18 month treatment period, switching between approved second-line agents may only occur for reasons of
intolerance, not failure of response.
2. Continuing treatment for second-line treatment
For continuing applications, patients must demonstrate response to PBS-subsidised treatment as follows:
(i) within 18 months of the commencement of treatment, at which time patients in whom a major cytogenetic response or
peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108:28-37,2006) has been demonstrated
may receive authorisation for a further 12 months of treatment; and
(i) at no greater than 12 month intervals thereafter, to demonstrate that the major cytogenetic response or peripheral blood
BCR-ABL level of less than 1% has been sustained.
All pathology reports must be documented in the patient's medical records.
During second line continuing treatment beyond the initial 18 month treatment period, switching between approved second
line TKI agents may only occur for reason of intolerance. Where there is failure of response, switching may only occur
through application for prescription of a third line agent.
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3. Authority approval requirements

Response criteria to initial treatment with dasatinib or nilotinib:

For the purposes of assessing response to PBS-subsidised treatment with dasatinib or nilotinib, either cytogenetic analysis
indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or
quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale,
must be conducted and the results must be documented in the patient's medical records. For bone marrow analyses, where
the standard karyotyping is not informative for technical reasons, a cytogenetic analysis performed on the bone marrow by
the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be conducted and the results must be
documented in the patient's medical records. The cytogenetic or peripheral blood quantitative PCR analyses must be
conducted and the results must be documented in the patient's medical records within 18 months of the commencement of
treatment with dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of
less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).

4. Definitions of response

A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells. A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the
biological equivalent of a major cytogenetic response.

5. Definitions of loss of response

Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy. Loss of a previously
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor
therapy.

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

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

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment - second-line therapy

Clinical criteria:

e The condition must be in the chronic phase; OR

e The condition must be in the accelerated phase, AND

¢ Patient must not have failed PBS-subsidised treatment with this drug for this condition in the first-line setting, AND

¢ Patient must have failed an adequate trial of PBS-subsidised first-line treatment with imatinib for this condition; OR

¢ Patient must have failed an adequate trial of PBS-subsidised first-line treatment with dasatinib for this condition; OR

o Patient must have experienced intolerance, not a failure to respond, to PBS-subsidised second-line treatment with
dasatinib for this condition, AND

e The treatment must not exceed a total maximum of 18 months of therapy with PBS-subsidised treatment with a tyrosine
kinase inhibitor for this condition under this restriction, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.

Failure of an adequate trial of imatinib or dasatinib is defined as:

(i) Lack of response to initial imatinib or dasatinib therapy, defined as either:

- failure to achieve a haematological response after a minimum of 3 months therapy with imatinib or dasatinib for patients

initially treated in chronic phase; or

- failure to achieve any cytogenetic response after a minimum of 6 months therapy with imatinib or dasatinib for patients

initially treated in chronic phase as demonstrated on bone marrow biopsy by presence of greater than 95% Philadelphia

chromosome positive cells; or

- failure to achieve a major cytogenetic response or a peripheral blood BCR-ABL level of less than 1% after a minimum of 12

months therapy with imatinib or dasatinib; OR

(i) Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph

positive cells on bone marrow biopsy), during ongoing imatinib or dasatinib therapy; OR

(i) Loss of a previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing

consecutively in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing

imatinib or dasatinib therapy; OR

(iv) Development of accelerated phase in a patient previously prescribed imatinib or dasatinib for the chronic phase of

chronic myeloid leukaemia.

Accelerated phase is defined by the presence of 1 or more of the following:

(1) Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 15% but less than 30%; or

(2) Percentage of blasts plus promyelocytes in the peripheral blood or bone marrow greater than or equal to 30%, provided

that blast count is less than 30%; or

(3) Peripheral basophils greater than or equal to 20%; or

(4) Progressive splenomegaly to a size greater than or equal to 10 cm below the left costal margin to be confirmed on 2

occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size below the left costal margin over 4

weeks; or

(5) Karyotypic evolution (chromosomal abnormalities in addition to a single Philadelphia chromosome); OR

(v) Disease progression (defined as a greater than or equal to.

50% increase in peripheral white blood cell count, blast count, basophils or platelets) during first-line imatinib or dasatinib

therapy in patients with accelerated phase chronic myeloid leukaemia, provided that blast crisis has been excluded on bone

marrow biopsy.
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Patients should be commenced on a dose of nilotinib of 400 mg twice daily. Continuing therapy is dependent on patients
demonstrating a major cytogenetic response to nilotinib therapy or a peripheral blood BCR-ABL level of less than 1% within
18 months and thereafter at 12 monthly intervals.

A bone marrow biopsy pathology report demonstrating the patient has active chronic myeloid leukaemia, either manifest as
cytogenetic evidence of the Philadelphia chromosome, or RT-PCR level of BCR-ABL transcript greater than 0.1% on the
international scale either on peripheral blood or bone marrow must be documented in the patient's medical records.
Pathology report(s) confirming a loss of response to imatinib or dasatinib, from an Approved Pathology Authority or details of
the dates of assessment in the case of progressive splenomegaly or extramedullary involvement must be documented in the
patient's medical records.

nilotinib 200 mg capsule, 120
9171Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 5056.76  42.50  Tasigna [NV]

* PONATINIB

Note 1. Continuing treatment.
For first continuing applications patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of less
than 1% has been demonstrated may receive authorisation for a further 12 months of treatment.
2. Authority approval requirements.
Response criteria to treatment with ponatinib:
For the purposes of assessing response to PBS-subsidised treatment with ponatinib, either cytogenetic analysis indicating
the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative
PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be
conducted. For bone marrow analyses, where the standard karyotyping is not informative for technical reasons, a
cytogenetic analysis performed on the bone marrow by the use of fluorescence in situ hybridisation (FISH) with BCR-ABL
specific probe must be conducted. The cytogenetic or peripheral blood quantitative PCR analyses must be conducted within
18 months of the commencement of treatment with ponatinib (patients in whom a major cytogenetic response or peripheral
blood BCR-ABL level of less than 1% is demonstrable by 18 months are eligible to receive first continuing treatment with this
drug).
Thereafter, at no greater than 12 month intervals a major cytogenetic response or a peripheral blood BCR-ABL level of less
than 1% must be sustained to receive subsequent continuing treatments with this drug.
3. Definitions of response.
A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells.
A peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006).
4. Definitions of loss of response.
Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor therapy.
Loss of a previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing
consecutively in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing
tyrosine kinase inhibitor therapy.

Note Patients are eligible for PBS-subsidised treatment with only one of imatinib, dasatinib, nilotinib or ponatinib at any one time
and must not be receiving concomitant interferon alfa therapy.

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment

Clinical criteria:

¢ The treatment must be the sole PBS-subsidised therapy for this condition, AND

¢ Patient must have failed an adequate trial of dasatinib confirmed through a pathology report from an Approved Pathology
Authority; OR

¢ Patient must have developed intolerance to dasatinib of a severity necessitating permanent treatment withdrawal, AND

¢ Patient must have failed an adequate trial of nilotinib confirmed through a pathology report from an Approved Pathology
Authority; OR

¢ Patient must have developed intolerance to nilotinib of a severity necessitating permanent treatment withdrawal; OR

¢ Patient must not be eligible for PBS-subsidised treatment with nilotinib because the patient has a blast crisis.

Failure of an adequate trial of dasatinib or nilotinib is defined as:

1. Lack of response to dasatinib or nilotinib therapy, defined as either:

(i) failure to achieve a haematological response after a minimum of 3 months therapy with dasatinib or nilotinib; or

(ii) failure to achieve any cytogenetic response after a minimum of 6 months therapy with dasatinib or nilotinib as

demonstrated on bone marrow biopsy by presence of greater than 95% Philadelphia chromosome positive cells; or

(iii) failure to achieve a major cytogenetic response or a peripheral blood BCR-ABL level of less than 1% after a minimum of

12 months therapy with dasatinib or nilotinib; OR

2. Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph

positive cells on bone marrow biopsy), during ongoing dasatinib or nilotinib therapy; OR

3. Loss of a previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing

consecutively in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing

dasatinib or nilotinib therapy; OR

4. Development of accelerated phase or blast crisis in a patient previously prescribed dasatinib or nilotinib for any phase of

chronic myeloid leukaemia; OR

5. Disease progression (defined as a greater than or equal to 50% increase in peripheral white blood cell count, blast count,

basophils or platelets) during dasatinib or nilotinib therapy in patients with accelerated phase or blast crisis chronic myeloid

leukaemia.
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Note

Accelerated phase is defined by the presence of 1 or more of the following:

1. Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 15% but less than 30%; or

2. Percentage of blasts plus promyelocytes in the peripheral blood or bone marrow greater than or equal to 30%, provided
that blast count is less than 30%; or

3. Peripheral basophils greater than or equal to 20%; or

4. Progressive splenomegaly to a size greater than or equal to 10 cm below the left costal margin to be confirmed on 2
occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size below the left costal margin over 4
weeks; or

5. Karyotypic evolution (chromosomal abnormalities in addition to a single Philadelphia chromosome).

Blast crisis is defined as either:

1. Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 30%; or

2. Extramedullary involvement other than spleen and liver.

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

(a) a completed authority prescription form; and

(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice) which includes the following:

(i) date and result of a bone marrow biopsy pathology report demonstrating the patient has active chronic myeloid leukaemia,
either manifest as cytogenetic evidence of the Philadelphia chromosome; or

(i) date and result of a bone marrow biopsy/peripheral blood pathology report demonstrating RT-PCR level of BCR-ABL
transcript greater than 0.1% on the international scale; and

(iii) where there has been a loss of response to dasatinib or nilotinib, date and result(s) of the confirming pathology report(s)
from an Approved Pathology Authority or details of the dates of assessment in the case of progressive splenomegaly or
extramedullary involvement.

Up to a maximum of 18 months of treatment may be authorised under this initial 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. 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

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Initial treatment

Clinical criteria:

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

o Patient must be expressing the T315] mutation confirmed through a bone marrow biopsy pathology report, AND

o Patient must have failed an adequate trial of imatinib confirmed through a pathology report from an Approved Pathology
Authority; OR

¢ Patient must have failed an adequate trial of dasatinib confirmed through a pathology report from an Approved Pathology
Authority; OR

¢ Patient must have failed an adequate trial of nilotinib confirmed through a pathology report from an Approved Pathology
Authority.

Failure of ayn adequate trial of imatinib or dasatinib or nilotinib is defined as:

1. Lack of response to imatinib or dasatinib or nilotinib therapy, defined as either:

(i) failure to achieve a haematological response after a minimum of 3 months therapy with imatinib or dasatinib or nilotinib;
or

(i) failure to achieve any cytogenetic response after a minimum of 6 months therapy with imatinib or dasatinib or nilotinib as
demonstrated on bone marrow biopsy by presence of greater than 95% Philadelphia chromosome positive cells; or

(iii) failure to achieve a major cytogenetic response or a peripheral blood BCR-ABL level of less than 1% after a minimum of
12 months therapy with imatinib or dasatinib or nilotinib; OR

2. Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph
positive cells on bone marrow biopsy), during ongoing imatinib or dasatinib or nilotinib therapy; OR

3. Loss of a previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing
consecutively in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing
imatinib or dasatinib or nilotinib therapy; OR

4. Development of accelerated phase or blast crisis in a patient previously prescribed imatinib or dasatinib or nilotinib for any
phase of chronic myeloid leukaemia; OR

5. Disease progression (defined as a greater than or equal to 50% increase in peripheral white blood cell count, blast count,
basophils or platelets) during imatinib or dasatinib or nilotinib therapy in patients with accelerated phase or blast crisis
chronic myeloid leukaemia.

Accelerated phase is defined by the presence of 1 or more of the following:

1. Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 15% but less than 30%; or

2. Percentage of blasts plus promyelocytes in the peripheral blood or bone marrow greater than or equal to 30%, provided
that blast count is less than 30%; or
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3. Peripheral basophils greater than or equal to 20%; or
4. Progressive splenomegaly to a size greater than or equal to 10 cm below the left costal margin to be confirmed on 2
occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size below the left costal margin over 4
weeks; or
5. Karyotypic evolution (chromosomal abnormalities in addition to a single Philadelphia chromosome).
Blast crisis is defined as either:
1. Percentage of blasts in the peripheral blood or bone marrow greater than or equal to 30%; or
2. Extramedullary involvement other than spleen and liver.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice) which includes the following:
(i) date and result of a bone marrow biopsy pathology report demonstrating the patient has active chronic myeloid leukaemia,
either manifest as cytogenetic evidence of the Philadelphia chromosome; or
(ii) date and result of a bone marrow biopsy/peripheral blood pathology report demonstrating RT-PCR level of BCR-ABL
transcript greater than 0.1% on the international scale; and
(iii) date and result of a bone marrow biopsy pathology report demonstrating evidence of the T315| mutation; and
(iv) where there has been a loss of response to imatinib or dasatinib or nilotinib, date and result(s) of the confirming
pathology report(s) from an Approved Pathology Authority or details of the dates of assessment in the case of progressive
splenomegaly or extramedullary involvement.
Up to a maximum of 18 months of treatment may be authorised under this initial 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. 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

Chronic Myeloid Leukaemia (CML)

Treatment Phase: First continuing treatment

Clinical criteria:

o Patient must have received initial PBS-subsidised treatment with this drug for this condition, AND

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

e Patient must have demonstrated a major cytogenic response of less than 35% Philadelphia positive bone marrow cells in
the preceding 18 months and thereafter at 12 monthly intervals; OR

¢ Patient must demonstrated a peripheral blood level of BCR-ABL of less than 1% on the international scale in the
preceding 18 months and thereafter at 12 monthly intervals.

First continuing applications for authorisation must be in writing and must include:

(a) a completed authority prescription form; and

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

website specified in the Administrative Advice) which includes the following:

(i) major cytogenetic response (date and result) [see Note explaining definitions of response]; or

(ii) a peripheral blood level of BCR-ABL of less than 1% on the international scale (date and result) [see Note explaining

definitions of response].

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

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

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available

on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online

Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Chronic Myeloid Leukaemia (CML)

Treatment Phase: Subsequent continuing treatment
Clinical criteria:

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

e The treatment must be the sole PBS-subsidised therapy for this condition, AND
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¢ Patient must have maintained a major cytogenic response of less than 35% Philadelphia positive bone marrow cells at 12
month intervals; OR

¢ Patient must have maintained a peripheral blood level of BCR-ABL of less than 1% on the international scale at 12 month
intervals.

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

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

ponatinib 45 mg tablet, 30
10530F Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 6172.87 42.50 Iclusig [TK]

ponatinib 15 mg tablet, 60
10520Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 5 . 5489.40 42.50 Iclusig [TK]

* VEDOLIZUMAB

Note TREATMENT OF ADULT PATIENTS WITH SEVERE CROHN DISEASE

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adult patients with severe Crohn disease. Where the term 'biological medicine' appears in the following notes
and restrictions, it refers to the tumour necrosis factor (TNF) alfa-antagonists (adalimumab and infliximab), the alpha-4 beta-
7 integrin inhibitor (vedolizumab) and the human IgG1kappa monoclonal antibody (ustekinumab).

Patients are eligible for PBS-subsidised treatment with only 1 of the above PBS-subsidised biological medicines at any one
time.

From 1 September 2017, under the PBS, all patients will be able to commence a treatment cycle where they may trial PBS-
subsidised a biological medicine without having to experience a disease flare when swapping to the alternate agent. 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 received PBS-subsidised treatment with a biological medicine prior to 1 September 2017 is considered to
have started their treatment cycle as of 1 September 2017.

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 for this condition 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 for this condition before they are eligible to commence the next cycle. The 5-year break is measured from the date
of the last approval 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 trials of biological medicine therapy 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 trials of biological medicine therapy 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 adalimumab, infliximab, vedolizumab or ustekinumab therapy after 1 September 2017.
(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); or

(i) a patient has received prior PBS-subsidised (initial or continuing) biological medicine 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 with that 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).
From 1 September 2017, a patient must be assessed for response to any course of initial PBS-subsidised treatment
following a minimum of 12 weeks of therapy and no later than 4 weeks from the date that course was ceased for
adalimumab or infliximab subcutaneous form or ustekinumab or vedolizumab subcutaneous form, and up to 12 weeks after
the first dose (6 weeks following the third dose) for infliximab intravenous form or vedolizumab intravenous form.

Where a response assessment is not conducted within these timeframes, 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 subcutaneous form only:

Initial treatment to subcutaneous form of infliximab should be permitted after administration of at least 2 initial intravenous
infusions of infliximab. A maximum quantity and number of repeats to provide for weeks 6, 8, 10, 12, 14 and 16 will be
authorised.

Ustekinumab only: Two completed authority prescriptions should be submitted with every initial application for this drug. One
prescription should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity
of up to 4 vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for the
subsequent first dose, containing a quantity of 2 vials of 45 mg and no repeats.

Vedolizumab subcutaneous form only: initial treatment to subcutaneous form of vedolizumab should be permitted after
administration of at least 2 of the 3 initial intravenous infusions of vedolizumab. Where two initial doses of vedolizumab (at
weeks 0 and 2) is administered via intravenous infusion, initial treatment with subcutaneous form will commence at week 6.
A maximum quantity and number of repeats to provide for weeks 6, 8, 10, 12, 14 and 16 will be authorised. Where three
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initial doses of vedolizumab (at weeks 0, 2 and 6) is administered via intravenous infusion, initial treatment with
subcutaneous form will commence at week 14 (8 weeks after the third dose). A maximum quantity to provide for weeks 14
and 16 will be authorised.
(b) Continuing treatment.
Following the completion of an initial treatment course with a 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 treatment with the same drug in courses of up to 24 weeks providing they
continue to sustain the response.
It is recommended that a patient be reviewed in the 4 weeks prior to completing their current course of treatment to ensure
uninterrupted supply of treatment.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted within 4
weeks of the last dose. 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 patients:
A patient may swap between the intravenous and subcutaneous forms of infliximab at any time under the continuing
treatment restrictions provided the patient has demonstrated adequate response to treatment with infliximab.
Vedolizumab patients:
A patient may swap between intravenous and subcutaneous forms of vedolizumab at any time under the continuing
treatment restrictions provided the patient has demonstrated adequate response to treatment with vedolizumab.
Adalimumab and infliximab intravenous form only:
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing
treatment restrictions with that drug providing they continue to sustain the response.
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.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine therapy is approved, a patient may swap if eligible to
the alternate biological medicine within the same treatment cycle without having to requalify with respect to the indices of
disease severity (i.e. Crohn Disease Activity Index (CDAI) Score, confirmation of Crohn disease), or the prior conventional
therapies of corticosteroid therapy and immunosuppressive therapy.
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 once 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, within the timeframes specified in the relevant restriction.
A patient who is not able to complete an initial treatment course for a biological medicine 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 CDAI or evidence of intestinal inflammation submitted with the first authority application for a biological
medicine.
However, prescribers may provide new baseline measurements any time that 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.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used to assess response to all subsequent treatments.
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to recommence treatment following a break in PBS-subsidised biological medicine therapy of at least
5 years, must requalify for initial treatment with respect to the indices of disease severity under the Initial 3 restriction. A re-
trial of systemic therapy is not required.

Note Special Pricing Arrangements apply.

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

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

Severe Crohn disease

Treatment Phase: Initial treatment with subcutaneous form

Treatment criteria:

¢ Must be treated by a gastroenterologist (code 87); OR

¢ Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR
e Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)].
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Clinical criteria:

o Patient must have received at least 2 of the 3 initial intravenous infusions with this drug for this condition at weeks 0, 2
and 6 under Initial 1 (new patient); OR

o Patient must have received at least 2 of the 3 initial intravenous infusions with this drug for this condition at weeks 0, 2
and 6 under Initial 2 (change or recommencement of treatment after a break in biological medicine of less than 5 years);
OR

o Patient must have received at least 2 of the 3 initial intravenous infusions with this drug for this condition at weeks 0, 2
and 6 under Initial 3 (recommencement of treatment after a break in biological medicine of more than 5 years); OR

¢ Patient must have a concurrent authority application for the intravenous infusion for this condition under either 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), AND

o Patient must be appropriately assessed for the risk of developing progressive multifocal leukoencephalopathy whilst on
this treatment.

Population criteria:

o Patient must be aged 18 years or older.

Where two initial doses of vedolizumab (at weeks 0 and 2) are administered via intravenous infusion, initial treatment with

subcutaneous form will commence at week 6. The maximum listed quantity and 2 repeats should be requested to provide

for weeks 6, 8, 10, 12, 14 and 16.

Where three initial doses of vedolizumab (at weeks 0, 2 and 6) is administered via intravenous infusion, initial treatment with

subcutaneous form will commence at week 14 (8 weeks after the third dose). A maximum quantity with no repeats should be

requested to provide for weeks 14 and 16.

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

(a) a completed authority prescription form(s); and

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

website specified in the Administrative Advice).

The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12

weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not

conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle.

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.

vedolizumab 108 mg/0.68 mL injection, 2 x 0.68 mL pen devices
12638E Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 . . 1746.39 42.50 Entyvio [TK]

» ZANUBRUTINIB

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 For the purposes of administering this restriction, current Bruton tyrosine kinase inhibitors are: acalabrutinib, ibrutinib,
zanubrutinib

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

Mantle cell ymphoma

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must have relapsed or be refractory to at least one prior therapy, AND

e Patient must have a WHO performance status of 0 or 1, AND

e The treatment must be the sole PBS-subsidised therapy for this condition, AND

¢ Patient must be untreated with Bruton tyrosine kinase inhibitor therapy; OR

o Patient must have developed intolerance to another Bruton tyrosine kinase inhibitor of a severity necessitating permanent

treatment withdrawal, when treated for this PBS indication.
Authority required

Mantle cell ymphoma

Treatment Phase: Continuing treatment

Clinical criteria:

¢ The treatment must be the sole PBS-subsidised therapy for this condition, AND

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

o Patient must not have developed disease progression while being treated with this drug for this condition.
Authority required

Mantle cell lymphoma

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements
Clinical criteria:
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Patient must have received treatment with this drug prior to 1 March 2022, AND

The condition must have relapsed or be refractory to at least one prior therapy prior to initiating non-PBS-subsidised
treatment with this drug for this condition, AND

Patient must have had a WHO performance status of 0 or 1 at the time non-PBS-subsidised treatment with this drug for
this condition was initiated, AND

The treatment must be the sole PBS-subsidised therapy for this condition, AND

Patient must have been untreated with Bruton tyrosine kinase inhibitor therapy at treatment initiation with this drug; OR
Patient must have developed intolerance to another Bruton tyrosine kinase inhibitor of a severity necessitating permanent
treatment withdrawal, when treated for this PBS indication, AND

Patient must not have developed disease progression while being treated with this drug for this condition.

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.

zanubrutinib 80 mg capsule, 120
12891L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 8794.51 42.50 Brukinsa [IE]
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Highly Specialised Drugs Program
(Private Hospital)

» ECULIZUMAB

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 WARNING: Eculizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved Pl for information about vaccination against meningococcal infection.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

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

Clinical criteria:

o Patient must not have received prior treatment with this drug for this condition, AND

e Patient must have a diagnosis of PNH established by flow cytometry, AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10%, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy; OR

e Patient must have been transfused with at least 4 units of red blood cells in the last 12 months; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded; OR

e Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded; OR

¢ Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

¢ Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%/L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x10°/L)

(

(

(

vi) Granulocyte clone size (%)
vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory
viii) Multiple of LDH , ULN
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eculizumab 300 mg/30 mL injection, 30 mL vial
12896R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

8 . . *45172.82  Soliris [XI]

* ECULIZUMAB

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

Note WARNING: Eculizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved Pl for information about vaccination against meningococcal infection.

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised treatment,
a 'Balance of Supply' patient must qualify under the 'First Continuing Treatment' criteria.

Note This Balance of Supply restriction will cease to operate from 5 years after the date specified in the clinical criteria.

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

Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Balance of Supply (transition from non-PBS-subsidised treatment during induction phase)

Clinical criteria:

¢ Patient must have received non-PBS-subsidised eculizumab for this condition prior to 1 March 2022, AND

e Patient must have received insufficient quantity to complete the induction treatment phase, AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with eculizumab,

AND

o Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with eculizumab, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with eculizumab; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with eculizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with eculizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with eculizumab; OR

e Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with eculizumab, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

At the time of the authority application, medical practitioners should request the appropriate number of vials to complete the

induction treatment phase, as per the Product Information.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%/L)

(

(

(

v) Neutrophils (x10%L)
vi) Granulocyte clone size (%)
vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory
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(viii) Multiple of LDH , ULN

eculizumab 300 mg/30 mL injection, 30 mL vial
12864C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 5688.41 Soliris [XI]

= ECULIZUMAB

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 WARNING: Eculizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - Initial 2 (switching from PBS-subsidised ravulizumab for pregnancy)

Clinical criteria:

e Patient must be planning pregnancy; OR

o Patient must be pregnant, AND

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

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Patient may qualify under this treatment phase more than once. In the event of miscarriage, patient may continue on

eculizumab if patient is stable, and/or is planning a subsequent pregnancy. For continuing PBS-subsidised treatment, a

'Switching' patient must proceed under the 'Subsequent Continuing Treatment' criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Grandfather 1 (transition from non-PBS-subsidised treatment) - maintenance phase

Clinical criteria:

¢ Patient must have received non-PBS-subsidised eculizumab for this condition prior to 1 March 2022, AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with eculizumab,

AND

¢ Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with eculizumab, AND

¢ Patient must have demonstrated clinical improvement or stabilisation of condition, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with eculizumab; OR

¢ Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with eculizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with eculizumab; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class IIl) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with eculizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with eculizumab; OR

e Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with eculizumab, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:
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e Must be treated by a haematologist; OR
o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.
At the time of the authority application, details (result and date of result) of the following monitoring requirements must be
provided:
(i) Haemoglobin (g/L)
(ii) Platelets (x10°/L)
(iii) White Cell Count (x10°/L)
(iv) Reticulocytes (x10%/L)
(v) Neutrophils (x10°/L)
(vi) Granulocyte clone size (%)
(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory
(viii) Multiple of LDH , ULN
Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised treatment,
a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.
Note This grandfather restriction will cease to operate from 5 years after the date specified in the clinical criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Grandfather 2 (transition from LSDP-funded eculizumab)

Clinical criteria:

¢ Patient must have previously received eculizumab for the treatment of this condition funded under the Australian
Government's Life Saving Drugs Program (LSDP), AND

e Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with eculizumab,

AND

¢ Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with eculizumab, AND

o Patient must have demonstrated clinical improvement or stabilisation of condition, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with eculizumab; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with eculizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with eculizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with eculizumab; OR

e Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with eculizumab, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

ii) Platelets (x10°/L)

iii) White Cell Count (x10%/L)

iv) Reticulocytes (x10%/L)

v) Neutrophils (x10%L)

vi) Granulocyte clone size (%)

vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN
Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised treatment,
a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.

o~~~ o~~~

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)
Treatment Phase: First Continuing Treatment
Clinical criteria:
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¢ Patient must have received PBS-subsidised treatment with this drug for this condition under an 'Initial’, '‘Balance of
Supply', or 'Grandfather' treatment criteria, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(i) Platelets (x10%L)

(i) White Cell Count (x10%/L)

(iv) Reticulocytes (x10%L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

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' or 'Switch' criteria, AND

¢ Patient must have demonstrated clinical improvement or stabilisation of condition, AND

¢ The treatment must not be in combination with ravulizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

eculizumab 300 mg/30 mL injection, 30 mL vial
12899X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

6 5 . *33891.58  Soliris [XI]

» ETANERCEPT

Note

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

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

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab)
Treatment criteria:

¢ Must be treated by a paediatric rheumatologist; OR

o Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

¢ Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND

e The treatment must be in place of tocilizumab due to the critical supply shortage of tocilizumab, AND

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

o 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.
Population criteria:

o Patient must be under 18 years of age.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
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At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 5 repeats will be authorised.
If a patient has received 12 weeks or more of therapy with tocilizumab as their most recent treatment, evidence of a
response must be provided.
If a patient has not received a minimum of 12 weeks therapy with tocilizumab, evidence of a response is not required to be
provided under this restriction. This switch in therapy from tocilizumab will not be counted as treatment failure to tocilizumab.
An adequate response to treatment is defined as:
(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug 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 who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12
months 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.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

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

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and
etanercept for patients who have severe active juvenile idiopathic arthritis.
This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS subsidised treatment with
tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines shortage.
Alternative biological medicine refers to adalimumab and etanercept.
Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.

Authority required

Severe active juvenile idiopathic arthritis

Treatment Phase: First continuing treatment - Critical shortage of tocilizumab - Temporary listing

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
Clinical criteria:

¢ Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab),

AND

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

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Population criteria:

o Patient must be under 18 years of age.

An adequate response to treatment is defined as:

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

active joints; or

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

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

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

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

overgrowth).

Determination of whether a response has been demonstrated to initial and subsequent courses of treatment will be based

on the baseline measurement of joint count submitted with the initial treatment application.

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

(1) completed authority prescription form(s); and

(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.
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At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 5 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 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. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab and
etanercept for a patient who has severe active juvenile idiopathic arthritis.
This PBS listings is a temporary listing and may only be used when an application for initial supply of this medicine has been
made under Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab).

etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12906G Max.Qty Packs No.ofRRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 984.60 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
12757K Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 984.60 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
12736H Max.Qty Packs No.ofRRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 984.60 @ Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF PATIENTS WITH SEVERE ACTIVE JUVENILE IDIOPATHIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
etanercept and tocilizumab for a patient who has severe active juvenile idiopathic arthritis. Where the term 'biological
medicine' appears in notes and restrictions, it refers to adalimumab, etanercept and tocilizumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time.
From 1 April 2014, a patient receiving PBS-subsidised biological medicine is considered to be in a treatment cycle where
they may swap to an alternate biological medicine without having to experience a disease flare. Under these
interchangeability arrangements, within a single treatment cycle, a patient may:
(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a
response to therapy; and
(ii) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological
medicine if they wish to continue PBS-subsidised biological treatment. Serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment, including serious infusion or injection related reactions, Steven's Johnson
Syndrome, development of a demyelinating lesion, progressive multifocal leukoencephalopathy and malignancy related to
treatment with the biological medicine, is not considered as a treatment failure.
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single treatment cycle and they must have, at a minimum, a 12 month break in PBS-subsidised biological medicine therapy
before they are eligible to commence another cycle.
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new
treatment cycle.
A patient who received PBS-subsidised biological medicine immediately prior to 1 April 2014 is considered to be in their first
cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 12 months immediately
prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the Initial 3 treatment
restriction.
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of
less than 12 months may commence a further course of treatment within the same treatment cycle under the Initial 2
treatment restriction.
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of
more than 12 months must commence a new treatment cycle under the Initial 3 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment therapy after 1 April 2014.
(1) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 - New patient); or
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(i) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an
alternate medicine (Initial 2 - Change or Recommencement of treatment after a break in biological medicine therapy of less
than 12 months) [further details are under 'Swapping therapy' below]; or
(i) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 12 months with the same medicine (initial 2 - Change or Recommencement of treatment after a break in
biological medicine therapy of less than 12 months).
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 12 months (initial 3 - Recommencement of treatment after a break in biological medicine of more than 12 months)
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy.
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment.
(2) 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.
It is recommended that a patient be 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.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not 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.
Adalimumab and infliximab only:
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing
treatment restrictions with that drug providing they continue to sustain the response.
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.
(3) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to requalify with respect to the indices of disease severity (joint count) or the prior non-
biological medicine therapy requirements, except if the patient has had a break in therapy of more than 12 months who
would then need to requalify under the initial 3 restrictions with respect to the indices of disease severity.
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application.
However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, an application for a patient who wishes to swap to an alternate biological medicine should be
accompanied by the approved authority prescription or remaining repeats for the biological medicine the patient is ceasing.
(4) 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 joint count submitted with the first authority application for a biological medicine. However, prescribers
may provide a new baseline measurement any time that an initial treatment authority application is submitted within a
treatment cycle and the eligibility for continuing treatment must be assessed according to the revised baseline measurement.
(5) Recommencement of treatment after a 12 months break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological
medicine therapy of at least 12 months, must qualify under the initial 3 restriction and meet the relevant criteria and index of
disease severity.
(6) Withdrawal of treatment after sustained remission.
Withdrawal of treatment with biological medicine should be considered in a patient who has achieved and sustained
complete remission of disease for 12 months. An assessment of demonstration of response to the current treatment should
be conducted at the time treatment is ceased and the results retained in the patient's records. These results must be
submitted to Services Australia if subsequent authority applications are required.

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

Severe active juvenile idiopathic arthritis

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

e Must be treated by a paediatric rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND
o Patient must have demonstrated severe intolerance of, or toxicity due to, methotrexate; OR

Highly Specialised Drugs Program (Private Hospital) 125



¢ Patient must have demonstrated failure to achieve an adequate response to 1 or more of the following treatment
regimens: (i) oral or parenteral methotrexate at a dose of at least 20 mg per square metre weekly, alone or in
combination with oral or intra-articular corticosteroids, for a minimum of 3 months; or (ii) oral methotrexate at a dose of at
least 10 mg per square metre weekly together with at least 1 other disease modifying anti-rheumatic drug (DMARD),
alone or in combination with corticosteroids, for a minimum of 3 months, AND

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

Population criteria:

o Patient must be under 18 years of age.

Severe intolerance to methotrexate is defined as intractable nausea and vomiting and general malaise unresponsive to

manoeuvres, including reducing or omitting concomitant non-steroidal anti-inflammatory drugs (NSAIDs) on the day of

methotrexate administration, use of folic acid supplementation, or administering the dose of methotrexate in 2 divided doses

over 24 hours.

Toxicity due to methotrexate is defined as evidence of hepatotoxicity with repeated elevations of transaminases, bone

marrow suppression temporally related to methotrexate use, pneumonitis, or serious sepsis.

If treatment with methotrexate alone or in combination with another DMARD is contraindicated according to the relevant

TGA-approved Product Information, details must be provided at the time of application.

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

treatment withdrawal, details of this toxicity must be provided at the time of application.

The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time

of the initial application:

(a) an active joint count of at least 20 active (swollen and tender) joints; OR

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

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

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

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

overgrowth).

The joint count assessment must be performed preferably whilst still on DMARD treatment, but no longer than 4 weeks

following cessation of the most recent prior treatment.

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

(1) completed authority prescription form(s); and

(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.

At the time of authority application, medical practitioners must request the appropriate number of injections to provide

sufficient for four weeks of treatment. 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 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 Use of alternative DMARD:s in children is dependent on approval by the Therapeutic Goods Administration as age

restrictions may 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

Severe active juvenile idiopathic arthritis

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

less than 12 months)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

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

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition
during the current treatment cycle, AND

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

An adequate response to treatment is defined as:
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(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or
(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).
At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 3 repeats will be authorised.
The authority application must be made in writing and must include:
(1) completed authority prescription form(s); and
(2) a completed Juvenile Idiopathic Arthritis 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 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.
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 who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12
months 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.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

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

Severe active juvenile idiopathic arthritis

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

12 months)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

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

e Patient must have had a break in treatment of 12 months or more from the most recently approved PBS-subsidised
biological medicine for this condition, AND

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

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

Active joints are defined as:

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

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

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

overgrowth).

All measures of joint count must be no more than 4 weeks old at the time of this application.

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

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

of active joints, the response must be demonstrated on the total number of active joints.

At the time of authority application, medical practitioners must request the appropriate number of injections to provide

sufficient for four weeks of treatment. Up to a maximum of 3 repeats will be authorised.

The authority application must be made in writing and must include:
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(1) completed authority prescription form(s); and

(2) a completed Juvenile Idiopathic Arthritis 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
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.

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

Severe active juvenile idiopathic arthritis

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

in biological medicine of less than 12 months) or Initial 3 (recommencement of treatment after a break in biological medicine

of more than 12 months) - balance of supply

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

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 12 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 12 months) 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.

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

Severe active juvenile idiopathic arthritis

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

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

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

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

An adequate response to treatment is defined as:

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

active joints; or

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

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

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

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

overgrowth).

Determination of whether a response has been demonstrated to initial and subsequent courses of treatment will be based

on the baseline measurement of joint count submitted with the initial treatment application.

The authority application must be made in writing and must include:
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(1) completed authority prescription form(s); and
(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.
At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 5 repeats will be authorised.
Where the most recent course of PBS-subsidised treatment with this drug was approved under either Initial 1, Initial 2, or
Initial 3 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.
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 12 months 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.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

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

Severe active juvenile idiopathic arthritis

Treatment Phase: Continuing treatment - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

o Patient must have received insufficient therapy with this drug for this condition 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.

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting
Services Australia 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
12862Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 984.60 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
9615C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 984.60 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
0641K Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 984.60 @ Enbrel [PF]

* METHOXSALEN
Caution This drug is for ex vivo administration and must not to be injected directly into the patient.
Note Up to 2 additional repeats to that stated in this listing may be sought.
Note No increase in the maximum quantity or number of units may be authorised.

Authority required (STREAMLINED)

12567

Chronic graft versus host disease

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received, at anytime prior to this pharmaceutical benefit within the same treatment episode, both: (i)

this drug subsidised through the Initial treatment listing, (ii) the extracorporeal photopheresis-MBS benefit for initial
treatment, AND
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¢ Patient must have demonstrated a response to initial treatment with this drug (administered as part of MBS-subsidised
extracorporeal photopheresis treatment) obtained through this drug's 'Initial treatment' PBS-listing for the same treatment
episode.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR

e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist
types, AND

o Patient must be undergoing concurrent treatment with extracorporeal photopheresis as described in the Medicare
Benefits Schedule for this condition, AND

¢ Patient must not be undergoing re-treatment through this treatment phase immediately following a relapse - see 'Initial
treatment' for resuming treatment following relapse.

methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials
12839R Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

0.17 . . *443.58 Uvadex [TQ]

* METHOXSALEN

Caution This drug is for ex vivo administration and must not to be injected directly into the patient.

Note Current Medicare Benefits Schedule item numbers for extracorporeal photopheresis for the treatment of chronic graft-versus

host disease are: 13761 and 13762.

Note A new treatment episode is considered to have begun when treatment with this drug/extracorporeal photopheresis follows a

relapse of the condition. There is no limit on the number of new treatment cycles that may be commenced, but re-treatment
following a relapse must not commence under 'Continuing treatment'.

Note A maximum quantity (vials) of 12 with 1 repeat prescription provides 24 doses of this drug. An additional 25" dose can be

prescribed under this treatment phase by issuance of a further prescription made out for one vial with nil repeats.
Alternatively, the 25" dose can be sought under the 'Continuing treatment' restriction. The 26" dose and onwards must be
requested under the 'Continuing treatment' restriction.

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)

12579

Chronic graft versus host disease

Treatment Phase: Initial treatment in a treatment episode

Clinical criteria:

¢ The condition must be inadequately responsive to systemic corticosteroid treatment at a therapeutic dose, but has never
been treated with this drug; OR

¢ The condition must have relapsed within 8 weeks of prior PBS-subsidised treatment with this drug administered via
extracorporeal photopheresis; OR

¢ The condition must have relapsed with each of the following conditions being met: (i) prior PBS-subsidised treatment with
this drug administered via extracorporeal photopheresis last occurred at least 8 weeks ago, (ii) a subsequent trial of
systemic corticosteroids at therapeutic doses has been completed.

Treatment criteria:

¢ Patient must be undergoing treatment with this drug that is being administered within at least one of: (i) the first 12 weeks
of a treatment episode, (ii) the first 25 doses (inclusive of the 25™ dose) of a treatment episode, AND

e Must be treated by a haematologist; OR

¢ Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR

e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist
types, AND

¢ Patient must be undergoing treatment with this drug following allogeneic haematopoietic stem cell transplantation, AND

o Patient must be undergoing concurrent treatment with extracorporeal photopheresis as described in the Medicare
Benefits Schedule for this condition.

methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials
12855N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 1 . 2555.06  Uvadex [TQ]

* RAVULIZUMAB

Note No increase in the maximum number of repeats may be authorised.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
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Note WARNING: Ravulizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.
Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

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

Clinical criteria:

¢ Patient must not have received prior treatment with this drug for this condition, AND

¢ Patient must have a diagnosis of PNH established by flow cytometry, AND

¢ Patient must have a PNH granulocyte clone size equal to or greater than 10%, AND

¢ Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms; OR

e Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded; OR

¢ Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded, AND

e The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%/L)

(iv) Reticulocytes (x109%/L)

(v) Neutrophils (x10°/L)

(

(

(

vi) Granulocyte clone size (%)

vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

viii) Multiple of LDH , ULN

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - Initial 2 (switch from LSDP eculizumab) induction dose

Clinical criteria:

o Patient must have previously received eculizumab for the treatment of this condition funded under the Australian
Government's Life Saving Drugs Program (LSDP), AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to LSDP-funded treatment with eculizumab,

AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to LSDP-funded treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to LSDP-funded
treatment with eculizumab, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to LSDP-funded
treatment with eculizumab; OR

¢ Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to LSDP-funded
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to LSDP-funded
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to LSDP-
funded treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to LSDP-funded treatment with eculizumab; OR
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e Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to LSDP-funded treatment with eculizumab; OR

o Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to LSDP-funded treatment with eculizumab, AND

e The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Return from PBS-subsidised eculizumab - induction dose

Clinical criteria:

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

o Patient must have received prior PBS-subsidised treatment with eculizumab through the 'Initial treatment - Initial 2
(switching from PBS-subsidised ravulizumab for pregnancy)' criteria, AND

¢ The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

Patient may qualify under this treatment phase more than once for the purposes of family planning. Where long-term

continuing PBS-subsidised treatment with this drug is planned, a 'Returning' patient may proceed under the 'Subsequent

Continuing Treatment' criteria.

ravulizumab 300 mg/3 mL injection, 3 mL vial
12841\W Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 6925.35 Ultomiris [XI]

ravulizumab 1.1 g/11 mL injection, 11 mL vial
12901B Max.Qty Packs No.ofRpts Premum$  DPMQ$  Brand Name and Manufacturer

1 . . 25265.54  Ultomiris [XI]

* RAVULIZUMAB

Note No increase in the maximum number of repeats may be authorised.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Note WARNING: Ravulizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).

Please consult the approved PI for information about vaccination against meningococcal infection.

Note Special Pricing Arrangements apply.

Authority required
Paroxysmal nocturnal haemoglobinuria (PNH)
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Treatment Phase: Grandfather (transition from non-PBS-subsidised treatment)

Clinical criteria:

o Patient must have received non-PBS-subsidised treatment with this drug for this condition prior to 1 March 2022, AND

o Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with ravulizumab,

AND

¢ Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
ravulizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with ravulizumab, AND

¢ Patient must have demonstrated clinical improvement or stabilisation of condition, the details of which must be kept with
the patient's record, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with ravulizumab; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with ravulizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with ravulizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with ravulizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class IIl) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with ravulizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with ravulizumab; OR

¢ Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with ravulizumab, AND

e The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a

maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be

requested.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised treatment,
a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.
Note This grandfather restriction will cease to operate from 5 years after the date specified in the clinical criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: First Continuing Treatment

Clinical criteria:

e Patient must have received PBS-subsidised treatment with this drug for this condition under an 'Initial', 'Balance of
Supply', or 'Grandfather' treatment criteria, AND

e The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a

maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be

requested.
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At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10°%/L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

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' or 'Switch' criteria, AND

¢ Patient must have demonstrated clinical improvement or stabilisation of condition, AND

¢ The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a

maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be

requested.

ravulizumab 300 mg/3 mL injection, 3 mL vial
12895Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 6925.35 Ultomiris [XI]

ravulizumab 1.1 g/11 mL injection, 11 mL vial
12897T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 25265.54  Ultomiris [XI]
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» ECULIZUMAB

Note
Note
Note

Note

Note

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

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

WARNING: Eculizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).

Please consult the approved Pl for information about vaccination against meningococcal infection.

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

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

Clinical criteria:

o Patient must not have received prior treatment with this drug for this condition, AND

e Patient must have a diagnosis of PNH established by flow cytometry, AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10%, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy; OR

e Patient must have been transfused with at least 4 units of red blood cells in the last 12 months; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded; OR

¢ Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%/L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x10°/L)

(

(

(

vi) Granulocyte clone size (%)
vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory
viii) Multiple of LDH , ULN
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eculizumab 300 mg/30 mL injection, 30 mL vial
12840T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

8 . . *45125.04  Soliris [XI]

* ECULIZUMAB

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

Note WARNING: Eculizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved Pl for information about vaccination against meningococcal infection.

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised treatment,
a 'Balance of Supply' patient must qualify under the 'First Continuing Treatment' criteria.

Note This Balance of Supply restriction will cease to operate from 5 years after the date specified in the clinical criteria.

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

Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Balance of Supply (transition from non-PBS-subsidised treatment during induction phase)

Clinical criteria:

o Patient must have received non-PBS-subsidised eculizumab for this condition prior to 1 March 2022, AND

e Patient must have received insufficient quantity to complete the induction treatment phase, AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with eculizumab,

AND

o Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with eculizumab, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with eculizumab; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with eculizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with eculizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with eculizumab; OR

e Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with eculizumab, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

¢ Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

At the time of the authority application, medical practitioners should request the appropriate number of vials to complete the

induction treatment phase, as per the Product Information.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%/L)

(

(

(

v) Neutrophils (x10%L)
vi) Granulocyte clone size (%)
vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory
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(viii) Multiple of LDH , ULN

eculizumab 300 mg/30 mL injection, 30 mL vial

12900Y Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
1 . . 5640.63 Soliris [XI]
= ECULIZUMAB
Note No increase in the maximum quantity or number of units may be authorised.

Note
Note

Note

Note

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

WARNING: Eculizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).

Please consult the approved PI for information about vaccination against meningococcal infection.

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - Initial 2 (switching from PBS-subsidised ravulizumab for pregnancy)

Clinical criteria:

e Patient must be planning pregnancy; OR

o Patient must be pregnant, AND

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

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

¢ Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Patient may qualify under this treatment phase more than once. In the event of miscarriage, patient may continue on

eculizumab if patient is stable, and/or is planning a subsequent pregnancy. For continuing PBS-subsidised treatment, a

'Switching' patient must proceed under the 'Subsequent Continuing Treatment' criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Grandfather 1 (transition from non-PBS-subsidised treatment) - maintenance phase

Clinical criteria:

¢ Patient must have received non-PBS-subsidised eculizumab for this condition prior to 1 March 2022, AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with eculizumab,

AND

o Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with eculizumab, AND

o Patient must have demonstrated clinical improvement or stabilisation of condition, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with eculizumab; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with eculizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class IIl) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with eculizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with eculizumab; OR

e Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with eculizumab, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:
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e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised treatment,

a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.

Note This grandfather restriction will cease to operate from 5 years after the date specified in the clinical criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Grandfather 2 (transition from LSDP-funded eculizumab)

Clinical criteria:

¢ Patient must have previously received eculizumab for the treatment of this condition funded under the Australian
Government's Life Saving Drugs Program (LSDP), AND

e Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with eculizumab,

AND

o Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with eculizumab, AND

o Patient must have demonstrated clinical improvement or stabilisation of condition, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with eculizumab; OR

¢ Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with eculizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with eculizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with eculizumab; OR

e Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with eculizumab, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

ii) Platelets (x10°/L)

iii) White Cell Count (x10%/L)

iv) Reticulocytes (x10%/L)

v) Neutrophils (x10%L)

vi) Granulocyte clone size (%)

vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN

~ e~~~ o~ o~

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised treatment,

a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)
Treatment Phase: First Continuing Treatment
Clinical criteria:
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¢ Patient must have received PBS-subsidised treatment with this drug for this condition under an 'Initial’, '‘Balance of
Supply', or 'Grandfather' treatment criteria, AND

e The treatment must not be in combination with ravulizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(i) Platelets (x10%L)

(i) White Cell Count (x10%/L)

(iv) Reticulocytes (x10%L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Subsequent Continuing Treatment

Clinical criteria:

¢ Patient must have previously received PBS-subsidised treatment with this drug for this condition under the 'First
Continuing Treatment' or 'Switch' criteria, AND

¢ Patient must have demonstrated clinical improvement or stabilisation of condition, AND

¢ The treatment must not be in combination with ravulizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

eculizumab 300 mg/30 mL injection, 30 mL vial

12877R

Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ Brand Name and Manufacturer
6 5 . *33843.78  Soliris [XI]

» ETANERCEPT

Note

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

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

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab)
Treatment criteria:

¢ Must be treated by a paediatric rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

¢ Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND

e The treatment must be in place of tocilizumab due to the critical supply shortage of tocilizumab, AND

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

o 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.
Population criteria:

o Patient must be under 18 years of age.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
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At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 5 repeats will be authorised.

If a patient has received 12 weeks or more of therapy with tocilizumab as their most recent treatment, evidence of a
response must be provided.

If a patient has not received a minimum of 12 weeks therapy with tocilizumab, evidence of a response is not required to be
provided under this restriction. This switch in therapy from tocilizumab will not be counted as treatment failure to tocilizumab.
An adequate response to treatment is defined as:

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

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

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

(i) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.

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

If a patient fails to demonstrate a response to treatment with this drug 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 who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12
months 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.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

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

accepted where one is claimed.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and

etanercept for patients who have severe active juvenile idiopathic arthritis.

This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS subsidised treatment with
tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines shortage.
Alternative biological medicine refers to adalimumab and etanercept.

Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.

Authority required

Severe active juvenile idiopathic arthritis

Treatment Phase: First continuing treatment - Critical shortage of tocilizumab - Temporary listing

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab),

AND

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

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Population criteria:

o Patient must be under 18 years of age.

An adequate response to treatment is defined as:

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

active joints; or

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

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

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

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

overgrowth).

Determination of whether a response has been demonstrated to initial and subsequent courses of treatment will be based

on the baseline measurement of joint count submitted with the initial treatment application.

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

(1) completed authority prescription form(s); and

(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.
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At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 5 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 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. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab and
etanercept for a patient who has severe active juvenile idiopathic arthritis.
This PBS listings is a temporary listing and may only be used when an application for initial supply of this medicine has been
made under Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab).

etanercept 50 mg/mL injection, 4 x 1 mL cartridges
12908]) Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 939.25 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
12675D Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 B B 939.25 2 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
12735G Max.Qty Packs No.ofRRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 939.25 2 Enbrel [PF]

» ETANERCEPT

Note TREATMENT OF PATIENTS WITH SEVERE ACTIVE JUVENILE IDIOPATHIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
etanercept and tocilizumab for a patient who has severe active juvenile idiopathic arthritis. Where the term 'biological
medicine' appears in notes and restrictions, it refers to adalimumab, etanercept and tocilizumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 3 biological medicines at any one time.
From 1 April 2014, a patient receiving PBS-subsidised biological medicine is considered to be in a treatment cycle where
they may swap to an alternate biological medicine without having to experience a disease flare. Under these
interchangeability arrangements, within a single treatment cycle, a patient may:
(i) continue to receive long-term treatment with a PBS-subsidised biological medicine while they continue to show a
response to therapy; and
(ii) fail to respond or to sustain a response to each PBS-subsidised biological medicine once only. Therefore, once a patient
fails to meet the response criteria for a PBS-subsidised biological medicine, they must change to an alternate biological
medicine if they wish to continue PBS-subsidised biological treatment. Serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment, including serious infusion or injection related reactions, Steven's Johnson
Syndrome, development of a demyelinating lesion, progressive multifocal leukoencephalopathy and malignancy related to
treatment with the biological medicine, is not considered as a treatment failure.
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single treatment cycle and they must have, at a minimum, a 12 month break in PBS-subsidised biological medicine therapy
before they are eligible to commence another cycle.
The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised biological
medicine was approved to the date of the first application for initial treatment with a biological medicine under the new
treatment cycle.
A patient who received PBS-subsidised biological medicine immediately prior to 1 April 2014 is considered to be in their first
cycle as of 1 April 2014. A patient who has had a break in biological medicine treatment of at least 12 months immediately
prior to making a new application, on or after 1 April 2014, will commence a new treatment cycle under the Initial 3 treatment
restriction.
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of
less than 12 months may commence a further course of treatment within the same treatment cycle under the Initial 2
treatment restriction.
A patient who has failed fewer than 3 trials of a biological medicine in a treatment cycle and who has a break in therapy of
more than 12 months must commence a new treatment cycle under the Initial 3 treatment restriction.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
How to prescribe PBS-subsidised biological medicine treatment therapy after 1 April 2014.
(1) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has not received prior PBS-subsidised biological medicine treatment and wishes to commence such therapy
(Initial 1 - New patient); or
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(i) a patient has received prior PBS-subsidised biological medicine therapy (initial or continuing) and wishes to trial an
alternate medicine (Initial 2 - Change or Recommencement of treatment after a break in biological medicine therapy of less
than 12 months) [further details are under 'Swapping therapy' below]; or

(i) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 12 months with the same medicine (initial 2 - Change or Recommencement of treatment after a break in
biological medicine therapy of less than 12 months).

(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 12 months (initial 3 - Recommencement of treatment after a break in biological medicine of more than 12 months)
Initial treatment authorisations will be limited to provide for a maximum of 16 weeks of therapy.

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and conducted no later than 4 weeks from the cessation of the treatment course. If the response assessment is
not conducted within these timeframes, the patient will be deemed to have failed this course of treatment.

(2) 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.

It is recommended that a patient be 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.

A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not 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.
Adalimumab and infliximab only:

Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing
treatment restrictions with that drug providing they continue to sustain the response.

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.

(3) Swapping therapy.

Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to requalify with respect to the indices of disease severity (joint count) or the prior non-
biological medicine therapy requirements, except if the patient has had a break in therapy of more than 12 months who
would then need to requalify under the initial 3 restrictions with respect to the indices of disease severity.

A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.

A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application.

However, they cannot swap to a particular biological medicine if they have failed to respond to prior treatment with that drug
within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, an application for a patient who wishes to swap to an alternate biological medicine should be
accompanied by the approved authority prescription or remaining repeats for the biological medicine the patient is ceasing.
(4) 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 joint count submitted with the first authority application for a biological medicine. However, prescribers
may provide a new baseline measurement any time that an initial treatment authority application is submitted within a
treatment cycle and the eligibility for continuing treatment must be assessed according to the revised baseline measurement.
(5) Recommencement of treatment after a 12 months break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological
medicine therapy of at least 12 months, must qualify under the initial 3 restriction and meet the relevant criteria and index of
disease severity.

(6) Withdrawal of treatment after sustained remission.

Withdrawal of treatment with biological medicine should be considered in a patient who has achieved and sustained
complete remission of disease for 12 months. An assessment of demonstration of response to the current treatment should
be conducted at the time treatment is ceased and the results retained in the patient's records. These results must be
submitted to Services Australia if subsequent authority applications are required.

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

Severe active juvenile idiopathic arthritis

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

e Must be treated by a paediatric rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
Clinical criteria:

o Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND
o Patient must have demonstrated severe intolerance of, or toxicity due to, methotrexate; OR
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¢ Patient must have demonstrated failure to achieve an adequate response to 1 or more of the following treatment
regimens: (i) oral or parenteral methotrexate at a dose of at least 20 mg per square metre weekly, alone or in
combination with oral or intra-articular corticosteroids, for a minimum of 3 months; or (ii) oral methotrexate at a dose of at
least 10 mg per square metre weekly together with at least 1 other disease modifying anti-rheumatic drug (DMARD),
alone or in combination with corticosteroids, for a minimum of 3 months, AND

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

Population criteria:

o Patient must be under 18 years of age.
Severe intolerance to methotrexate is defined as intractable nausea and vomiting and general malaise unresponsive to
manoeuvres, including reducing or omitting concomitant non-steroidal anti-inflammatory drugs (NSAIDs) on the day of
methotrexate administration, use of folic acid supplementation, or administering the dose of methotrexate in 2 divided doses
over 24 hours.
Toxicity due to methotrexate is defined as evidence of hepatotoxicity with repeated elevations of transaminases, bone
marrow suppression temporally related to methotrexate use, pneumonitis, or serious sepsis.
If treatment with methotrexate alone or in combination with another DMARD is contraindicated according to the relevant
TGA-approved Product Information, details must be provided at the time of application.
If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent
treatment withdrawal, details of this toxicity must be provided at the time of application.
The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time
of the initial application:
(a) an active joint count of at least 20 active (swollen and tender) joints; OR
(b) at least 4 active joints from the following list:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).
The joint count assessment must be performed preferably whilst still on DMARD treatment, but no longer than 4 weeks
following cessation of the most recent prior treatment.
The authority application must be made in writing and must include:
(1) completed authority prescription form(s); and
(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.
At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. 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 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 Use of alternative DMARD:s in children is dependent on approval by the Therapeutic Goods Administration as age
restrictions may 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

Severe active juvenile idiopathic arthritis

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

less than 12 months)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

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

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition
during the current treatment cycle, AND

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

An adequate response to treatment is defined as:
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(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20
active joints; or

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

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

(i) shoulder, cervical spine and/or hip (assessed as pain in passive movement and restriction of passive movement, where
pain and limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony
overgrowth).

At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 3 repeats will be authorised.

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

(1) completed authority prescription form(s); and

(2) a completed Juvenile Idiopathic Arthritis 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 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.

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 who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12
months 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.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

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

Severe active juvenile idiopathic arthritis

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

12 months)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

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

e Patient must have had a break in treatment of 12 months or more from the most recently approved PBS-subsidised
biological medicine for this condition, AND

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

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

Active joints are defined as:

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

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

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

overgrowth).

All measures of joint count must be no more than 4 weeks old at the time of this application.

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

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

of active joints, the response must be demonstrated on the total number of active joints.

At the time of authority application, medical practitioners must request the appropriate number of injections to provide

sufficient for four weeks of treatment. Up to a maximum of 3 repeats will be authorised.

The authority application must be made in writing and must include:
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(1) completed authority prescription form(s); and
(2) a completed Juvenile Idiopathic Arthritis 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
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.
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

Severe active juvenile idiopathic arthritis

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

in biological medicine of less than 12 months) or Initial 3 (recommencement of treatment after a break in biological medicine

of more than 12 months) - balance of supply

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

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 12 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 12 months) 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.

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

Severe active juvenile idiopathic arthritis

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

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

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

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

An adequate response to treatment is defined as:

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

active joints; or

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

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

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

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

overgrowth).

Determination of whether a response has been demonstrated to initial and subsequent courses of treatment will be based

on the baseline measurement of joint count submitted with the initial treatment application.

The authority application must be made in writing and must include:
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(1) completed authority prescription form(s); and

(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.

At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 5 repeats will be authorised.

Where the most recent course of PBS-subsidised treatment with this drug was approved under either Initial 1, Initial 2, or
Initial 3 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.

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 12 months 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.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

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

Severe active juvenile idiopathic arthritis

Treatment Phase: Continuing treatment - balance of supply
Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
Clinical criteria:

e Patient must have received insufficient therapy with this drug for this condition 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.

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

Services Australia 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
12880X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 939.25 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
5733R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 939.25 @ Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
5735\ Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 939.25 @ Enbrel [PF]

* METHOXSALEN

Caution This drug is for ex vivo administration and must not to be injected directly into the patient.

Note Up to 2 additional repeats to that stated in this listing may be sought.
Note No increase in the maximum quantity or number of units may be authorised.

Authority required (STREAMLINED)

12531

Chronic graft versus host disease

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received, at anytime prior to this pharmaceutical benefit within the same treatment episode, both: (i)

this drug subsidised through the Initial treatment listing, (ii) the extracorporeal photopheresis-MBS benefit for initial
treatment, AND
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¢ Patient must have demonstrated a response to initial treatment with this drug (administered as part of MBS-subsidised
extracorporeal photopheresis treatment) obtained through this drug's 'Initial treatment' PBS-listing for the same treatment
episode.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR

e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist
types, AND

o Patient must be undergoing concurrent treatment with extracorporeal photopheresis as described in the Medicare
Benefits Schedule for this condition, AND

¢ Patient must not be undergoing re-treatment through this treatment phase immediately following a relapse - see 'Initial
treatment' for resuming treatment following relapse.

methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials
12854M Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

0.17 . . *417.88 Uvadex [TQ]

* METHOXSALEN

Caution This drug is for ex vivo administration and must not to be injected directly into the patient.

Note Current Medicare Benefits Schedule item numbers for extracorporeal photopheresis for the treatment of chronic graft-versus
host disease are: 13761 and 13762.

Note A new treatment episode is considered to have begun when treatment with this drug/extracorporeal photopheresis follows a
relapse of the condition. There is no limit on the number of new treatment cycles that may be commenced, but re-treatment
following a relapse must not commence under 'Continuing treatment'.

Note A maximum quantity (vials) of 12 with 1 repeat prescription provides 24 doses of this drug. An additional 25" dose can be
prescribed under this treatment phase by issuance of a further prescription made out for one vial with nil repeats.
Alternatively, the 25" dose can be sought under the 'Continuing treatment' restriction. The 26" dose and onwards must be
requested under the 'Continuing treatment' restriction.

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)

12546

Chronic graft versus host disease

Treatment Phase: Initial treatment in a treatment episode

Clinical criteria:

¢ The condition must be inadequately responsive to systemic corticosteroid treatment at a therapeutic dose, but has never
been treated with this drug; OR

e The condition must have relapsed within 8 weeks of prior PBS-subsidised treatment with this drug administered via
extracorporeal photopheresis; OR

¢ The condition must have relapsed with each of the following conditions being met: (i) prior PBS-subsidised treatment with
this drug administered via extracorporeal photopheresis last occurred at least 8 weeks ago, (ii) a subsequent trial of
systemic corticosteroids at therapeutic doses has been completed.

Treatment criteria:

o Patient must be undergoing treatment with this drug that is being administered within at least one of: (i) the first 12 weeks
of a treatment episode, (ii) the first 25 doses (inclusive of the 25™ dose) of a treatment episode, AND

e Must be treated by a haematologist; OR
e Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR

e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist
types, AND

¢ Patient must be undergoing treatment with this drug following allogeneic haematopoietic stem cell transplantation, AND
¢ Patient must be undergoing concurrent treatment with extracorporeal photopheresis as described in the Medicare
Benefits Schedule for this condition.
methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials
12876Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 1 . 2507.28  Uvadex [TQ]

* RAVULIZUMAB

Note No increase in the maximum number of repeats may be authorised.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
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Note WARNING: Ravulizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).

Please consult the approved PI for information about vaccination against meningococcal infection.

Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

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

Clinical criteria:

¢ Patient must not have received prior treatment with this drug for this condition, AND

¢ Patient must have a diagnosis of PNH established by flow cytometry, AND

¢ Patient must have a PNH granulocyte clone size equal to or greater than 10%, AND

¢ Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded; OR

¢ Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded, AND

¢ The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%/L)

(iv) Reticulocytes (x109%/L)

(v) Neutrophils (x10°/L)

(

(

(

vi) Granulocyte clone size (%)

vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

viii) Multiple of LDH , ULN

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - Initial 2 (switch from LSDP eculizumab) induction dose

Clinical criteria:

o Patient must have previously received eculizumab for the treatment of this condition funded under the Australian
Government's Life Saving Drugs Program (LSDP), AND

¢ Patient must have a diagnosis of PNH established by flow cytometry prior to LSDP-funded treatment with eculizumab,

AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to LSDP-funded treatment with
eculizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to LSDP-funded
treatment with eculizumab, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to LSDP-funded
treatment with eculizumab; OR

¢ Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to LSDP-funded
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to LSDP-funded
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to LSDP-
funded treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to LSDP-funded treatment with eculizumab; OR
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e Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to LSDP-funded treatment with eculizumab; OR

o Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to LSDP-funded treatment with eculizumab, AND

e The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Return from PBS-subsidised eculizumab - induction dose

Clinical criteria:

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

o Patient must have received prior PBS-subsidised treatment with eculizumab through the 'Initial treatment - Initial 2
(switching from PBS-subsidised ravulizumab for pregnancy)' criteria, AND

e The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a single

loading dose based on the patient's weight, as per the Product Information

Patient may qualify under this treatment phase more than once for the purposes of family planning. Where long-term

continuing PBS-subsidised treatment with this drug is planned, a 'Returning' patient may proceed under the 'Subsequent

Continuing Treatment' criteria.

ravulizumab 300 mg/3 mL injection, 3 mL vial
12898\ Max.Qty Packs No.ofRpts  Premium$ DPMQ$  Brand Name and Manufacturer

1 . . 6877.57  Ultomiris [XI]

ravulizumab 1.1 g/11 mL injection, 11 mL vial
12856P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 25217.76  Ultomiris [XI]

* RAVULIZUMAB

Note No increase in the maximum number of repeats may be authorised.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note WARNING: Ravulizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.
Note Special Pricing Arrangements apply.

Authority required
Paroxysmal nocturnal haemoglobinuria (PNH)
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Treatment Phase: Grandfather (transition from non-PBS-subsidised treatment)

Clinical criteria:

o Patient must have received non-PBS-subsidised treatment with this drug for this condition prior to 1 March 2022, AND

o Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with ravulizumab,

AND

¢ Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
ravulizumab, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with ravulizumab, AND

o Patient must have demonstrated clinical improvement or stabilisation of condition, the details of which must be kept with
the patient's record, AND

¢ Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with ravulizumab; OR

¢ Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with ravulizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with ravulizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with ravulizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with ravulizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with ravulizumab; OR

o Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with ravulizumab, AND

¢ The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

o Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a

maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be

requested.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°/L)

(i) White Cell Count (x10%L)

(iv) Reticulocytes (x10%/L)

(v) Neutrophils (x10°/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory

(viii) Multiple of LDH , ULN

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised treatment,

a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.

Note This grandfather restriction will cease to operate from 5 years after the date specified in the clinical criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: First Continuing Treatment

Clinical criteria:

e Patient must have received PBS-subsidised treatment with this drug for this condition under an 'Initial', 'Balance of
Supply', or 'Grandfather' treatment criteria, AND

e The treatment must not be in combination with eculizumab.

Treatment criteria:

e Must be treated by a haematologist; OR

¢ Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

Population criteria:

o Patient must be aged 18 years or over.

At the time of the authority application, medical practitioners should request the appropriate number of vials for a

maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be

requested.
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At the time of the authority application, details (result and date of result) of the following monitoring requirements must be
provided:
(i) Haemoglobin (g/L)
(ii) Platelets (x10°/L)
(i) White Cell Count (x10%L)
(iv) Reticulocytes (x10°%/L)
(v) Neutrophils (x10°/L)
(vi) Granulocyte clone size (%)
(vii) Lactate Dehydrogenase (LDH) and the upper limit of normal (ULN) for the reporting laboratory
(viii) Multiple of LDH , ULN
Authority required
Paroxysmal nocturnal haemoglobinuria (PNH)
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' or 'Switch' criteria, AND
¢ Patient must have demonstrated clinical improvement or stabilisation of condition, AND
¢ The treatment must not be in combination with eculizumab.
Treatment criteria:
e Must be treated by a haematologist; OR
e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.
Population criteria:
o Patient must be aged 18 years or over.
At the time of the authority application, medical practitioners should request the appropriate number of vials for a
maintenance dose based on the patient's weight, as per the Product Information. A maximum of 2 repeats may be
requested.
ravulizumab 300 mg/3 mL injection, 3 mL vial
12884D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 6877.57 Ultomiris [XI]

ravulizumab 1.1 g/11 mL injection, 11 mL vial
12883C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 25217.76  Ultomiris [XI]
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IVF Treatment Program

* HUMAN CHORIONIC GONADOTROPHIN

Note Pharmaceutical Benefits that have the brand Choriomon 5000 |.E may be substituted for Pharmaceutical Benefits that have
the brand Pregnyl 5000 in the case of a shortage.

Authority required (STREAMLINED)
6991

Assisted Reproductive Technology
Clinical criteria:

e Patient must be receiving medical services as described in items 13200, 13201, 13202 or 13203 of the Medicare Benefits
Schedule.

human chorionic gonadotrophin 5000 units injection [3 vials] (&) inert substance diluent [3 x 1 mL syringes], 1
pack
12851) Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

0.67 . . *86.70 42.50 @ Choriomon 5000 I.E [DZ]

human chorionic gonadotrophin 5000 units injection [1 vial] (&) inert substance diluent [1 mL vial], 1 pack
11156E Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

2 . . *27.96 29.26  ® Pregnyl [OQ]

* HUMAN CHORIONIC GONADOTROPHIN

Note Pharmaceutical Benefits that have the brand Brevactid 1500 I.E may be substituted for Pharmaceutical Benefits that have
the brand Pregnyl 1500 in the case of a shortage.
Authority required (STREAMLINED)
6991
Assisted Reproductive Technology
Clinical criteria:

¢ Patient must be receiving medical services as described in items 13200, 13201, 13202 or 13203 of the Medicare Benefits
Schedule.

human chorionic gonadotrophin 1500 units injection [3 vials] (&) inert substance diluent [3 x 1 mL vials], 1 pack
12879y Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 . . 89.87 42.50 2 Brevactid 1500 I.E [DZ]

human chorionic gonadotrophin 1500 units injection [3 vials] (&) inert substance diluent [3 x 1 mL vials], 1 pack
11154C Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN § Brand Name and Manufacturer

1 . . 42.52 4250 @ Pregnyl [0Q]
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