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Fees, Patient Contributions and 
Safety Net Thresholds 
The following fees, patient contributions and safety net thresholds apply as at 1 February 2017 and are included, where 
applicable, in prices published in the Schedule — 
  

Dispensing Fees: Ready-prepared $7.02 

 Dangerous drug fee $2.95 

 Extemporaneously-prepared $9.06 

 Allowable additional patient charge* $4.38 

   

Additional Fees (for safety net prices): Ready-prepared $1.19 

 Extemporaneously-prepared $1.55 

   

Patient Co-payments: General $38.80 

 Concessional $6.30 

   

Safety Net Thresholds: General $1494.90 

 Concessional $378.00 

   

Safety Net Card Issue Fee:  $9.73 
  
* 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 February 2017. The Schedule is updated on the 
first day of each month and is available on the internet at www.pbs.gov.au. 

General Pharmaceutical Benefits 
 
Additions 
Addition – Item 
11056X CERITINIB, ceritinib 150 mg capsule, 3 x 50 (Zykadia) 

11027J GLYCERYL TRINITRATE, glyceryl trinitrate 300 microgram sublingual tablet, 100 (Nitrostat) 

11051P GLYCERYL TRINITRATE, glyceryl trinitrate 300 microgram sublingual tablet, 100 (Nitrostat) (Dental) 

11032P IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL injection devices (Taltz) 

11033Q IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL injection devices (Taltz) 

11034R OLAPARIB, olaparib 50 mg capsule, 4 x 112 (Lynparza) 

11050N OLAPARIB, olaparib 50 mg capsule, 4 x 112 (Lynparza) 

11037X PEGINTERFERON ALFA-2A, peginterferon alfa-2a 180 microgram/0.5 mL injection, 4 x 0.5 mL syringes 
(Pegasys) 

11049M SODIUM CHLORIDE + POTASSIUM CHLORIDE + GLUCOSE MONOHYDRATE + CITRIC ACID, sodium 
chloride 470 mg + potassium chloride 300 mg + glucose monohydrate 3.56 g + sodium acid citrate 530 mg powder 
for oral liquid, 10 x 4.9 g sachets (Repalyte New Formulation, restore O.R.S.) 

11043F TIOTROPIUM, tiotropium 2.5 microgram/actuation inhalation solution, 60 actuations (Spiriva Respimat) 

 
Addition – Brand 
8717T APO-Aripiprazole, TX – ARIPIPRAZOLE, aripiprazole 10 mg tablet, 30 

8717T Tevaripiprazole, TB – ARIPIPRAZOLE, aripiprazole 10 mg tablet, 30 

8718W APO-Aripiprazole, TX – ARIPIPRAZOLE, aripiprazole 15 mg tablet, 30 

8718W Tevaripiprazole, TB – ARIPIPRAZOLE, aripiprazole 15 mg tablet, 30 

8719X APO-Aripiprazole, TX – ARIPIPRAZOLE, aripiprazole 20 mg tablet, 30 

8719X Tevaripiprazole, TB – ARIPIPRAZOLE, aripiprazole 20 mg tablet, 30 

8720Y APO-Aripiprazole, TX – ARIPIPRAZOLE, aripiprazole 30 mg tablet, 30 

8720Y Tevaripiprazole, TB – ARIPIPRAZOLE, aripiprazole 30 mg tablet, 30 

1081X Atenolol Amneal, EF – ATENOLOL, atenolol 50 mg tablet, 30 

9092M ATOMERRA, RW – ATOMOXETINE, atomoxetine 10 mg capsule, 28 

9093N ATOMERRA, RW – ATOMOXETINE, atomoxetine 18 mg capsule, 28 

9094P ATOMERRA, RW – ATOMOXETINE, atomoxetine 25 mg capsule, 28 

9095Q ATOMERRA, RW – ATOMOXETINE, atomoxetine 40 mg capsule, 28 

9096R ATOMERRA, RW – ATOMOXETINE, atomoxetine 60 mg capsule, 28 
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9289X ATOMERRA, RW – ATOMOXETINE, atomoxetine 80 mg capsule, 28 

9290Y ATOMERRA, RW – ATOMOXETINE, atomoxetine 100 mg capsule, 28 

9494Q Calcipotriol/Betamethasone Sandoz 50/500, SZ – CALCIPOTRIOL + BETAMETHASONE DIPROPIONATE, 
calcipotriol 0.005% + betamethasone (as dipropionate) 0.05% ointment, 30 g 

1269T ANTERONE 50, RW – CYPROTERONE, cyproterone acetate 50 mg tablet, 20 

1270W ANTERONE 50, RW – CYPROTERONE, cyproterone acetate 50 mg tablet, 50 

8019C ANTERONE 100, RW – CYPROTERONE, cyproterone acetate 100 mg tablet, 50 

10241B DESVEN, RW – DESVENLAFAXINE, desvenlafaxine 50 mg modified release tablet, 28 

10231L DESVEN, RW – DESVENLAFAXINE, desvenlafaxine 100 mg modified release tablet, 28 

5542Q DORZOLAMIDE/TIMOLOL AN 20/5, EA – DORZOLAMIDE + TIMOLOL, dorzolamide 2% + timolol 0.5% eye 
drops, 5 mL (Optometrical) 

8567X DORZOLAMIDE/TIMOLOL AN 20/5, EA – DORZOLAMIDE + TIMOLOL, dorzolamide 2% + timolol 0.5% eye 
drops, 5 mL 

8879H Eplerenone AN, EA – EPLERENONE, eplerenone 25 mg tablet, 30 

8880J Eplerenone AN, EA – EPLERENONE, eplerenone 50 mg tablet, 30 

1459T Nitrostat, PF – GLYCERYL TRINITRATE, glyceryl trinitrate 600 microgram sublingual tablet, 100 

5108W Nitrostat, PF – GLYCERYL TRINITRATE, glyceryl trinitrate 600 microgram sublingual tablet, 100 (Dental) 

8532C INDAPAMIDE AN SR, EA – INDAPAMIDE, indapamide hemihydrate 1.5 mg modified release tablet, 90 

8246B Irbesartan AMNEAL, EF – IRBESARTAN, irbesartan 75 mg tablet, 30 

8247C Irbesartan AMNEAL, EF – IRBESARTAN, irbesartan 150 mg tablet, 30 

8248D Irbesartan AMNEAL, EF – IRBESARTAN, irbesartan 300 mg tablet, 30 

8404H Irbesartan HCTZ AMNEAL, EF – IRBESARTAN + HYDROCHLOROTHIAZIDE, irbesartan 150 mg + 
hydrochlorothiazide 12.5 mg tablet, 30 

8405J Irbesartan HCTZ AMNEAL, EF – IRBESARTAN + HYDROCHLOROTHIAZIDE, irbesartan 300 mg + 
hydrochlorothiazide 12.5 mg tablet, 30 

2136K Irbesartan HCTZ AMNEAL, EF – IRBESARTAN + HYDROCHLOROTHIAZIDE, irbesartan 300 mg + 
hydrochlorothiazide 25 mg tablet, 30 

2848X Lamotrigine GH, GQ – LAMOTRIGINE, lamotrigine 25 mg tablet, 56 

2849Y Lamotrigine GH, GQ – LAMOTRIGINE, lamotrigine 50 mg tablet, 56 

2850B Lamotrigine GH, GQ – LAMOTRIGINE, lamotrigine 100 mg tablet, 56 

2851C Lamotrigine GH, GQ – LAMOTRIGINE, lamotrigine 200 mg tablet, 56 

5553G Latanoprost/timolol AN 50/5, EA – LATANOPROST + TIMOLOL, latanoprost 0.005% + timolol 0.5% eye drops, 2.5 
mL (Optometrical) 

8895E Latanoprost/timolol AN 50/5, EA – LATANOPROST + TIMOLOL, latanoprost 0.005% + timolol 0.5% eye drops, 2.5 
mL 

3418X SIMIPEX XR, RW – PRAMIPEXOLE, pramipexole hydrochloride monohydrate 375 microgram modified release 
tablet, 30 

3419Y SIMIPEX XR, RW – PRAMIPEXOLE, pramipexole hydrochloride monohydrate 750 microgram modified release 
tablet, 30 

3420B SIMIPEX XR, RW – PRAMIPEXOLE, pramipexole hydrochloride monohydrate 1.5 mg modified release tablet, 30 

5143Q SIMIPEX XR, RW – PRAMIPEXOLE, pramipexole hydrochloride monohydrate 2.25 mg modified release tablet, 30 

3421C SIMIPEX XR, RW – PRAMIPEXOLE, pramipexole hydrochloride monohydrate 3 mg modified release tablet, 30 

5145T SIMIPEX XR, RW – PRAMIPEXOLE, pramipexole hydrochloride monohydrate 3.75 mg modified release tablet, 30 

3422D SIMIPEX XR, RW – PRAMIPEXOLE, pramipexole hydrochloride monohydrate 4.5 mg modified release tablet, 30 

8580N Quetiapine AN, EA – QUETIAPINE, quetiapine 300 mg tablet, 60 

1968N ACQUIN, RF – QUINAPRIL, quinapril 5 mg tablet, 30 

8646C Pacrolim, AF – TACROLIMUS, tacrolimus 500 microgram capsule, 100 

8647D Pacrolim, AF – TACROLIMUS, tacrolimus 1 mg capsule, 100 
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8648E Pacrolim, AF – TACROLIMUS, tacrolimus 5 mg capsule, 50 

 
Addition – Equivalence Indicator 
9494Q Daivobet, LO – CALCIPOTRIOL + BETAMETHASONE DIPROPIONATE, calcipotriol 0.005% + betamethasone 

(as dipropionate) 0.05% ointment, 30 g 
 
 
Deletions 
Deletion – Item 
8118G ALPRAZOLAM, alprazolam 2 mg tablet, 50 (Alprax 2, GenRx Alprazolam, Kalma 2) 

1559C BROMOCRIPTINE, bromocriptine 2.5 mg tablet, 60 (Kripton 2.5) 

3106L GLUCOSE AND KETONE INDICATOR URINE, glucose and ketone indicator urine diagnostic strip, 50 (Keto-
Diabur- Test 5000) 

8289G INTERFERON BETA-1A, interferon beta-1a 6 million units (30 microgram) injection [4 vials] (&) inert substance 
diluent [4 x 1.1 mL syringes], 1 pack (Avonex) 

10636T PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [140 tablets], 1 pack (Pegasys RBV) 

10634Q PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [168 tablets], 1 pack (Pegasys RBV) 

 
Deletion – Brand 
1444B Kripton 2.5, AF – BROMOCRIPTINE, bromocriptine 2.5 mg tablet, 30 

1785Y Hospira Ceftriaxone, PF – CEFTRIAXONE, ceftriaxone 2 g injection, 1 vial 

2655R Cephalexin generichealth, GQ – CEPHALEXIN, cephalexin 250 mg capsule, 20 

3058Y Cephalexin generichealth, GQ – CEPHALEXIN, cephalexin 250 mg capsule, 20 

3317N Cephalexin generichealth, GQ – CEPHALEXIN, cephalexin 250 mg capsule, 20 (Dental) 

2848X Lamotrigine generichealth, GQ – LAMOTRIGINE, lamotrigine 25 mg tablet, 56 

2849Y Lamotrigine generichealth, GQ – LAMOTRIGINE, lamotrigine 50 mg tablet, 56 

2850B Lamotrigine generichealth, GQ – LAMOTRIGINE, lamotrigine 100 mg tablet, 56 

2851C Lamotrigine generichealth, GQ – LAMOTRIGINE, lamotrigine 200 mg tablet, 56 

1801T Glucophage, MQ – METFORMIN, metformin hydrochloride 850 mg tablet, 60 

3050M Ozapace, RA – PERINDOPRIL, perindopril erbumine 2 mg tablet, 30 

3051N Ozapace, RA – PERINDOPRIL, perindopril erbumine 4 mg tablet, 30 

8704D Ozapace, RA – PERINDOPRIL, perindopril erbumine 8 mg tablet, 30 

8456C Seronia 25, RF – QUETIAPINE, quetiapine 25 mg tablet, 60 

8507R Prabez, AF – RABEPRAZOLE, rabeprazole sodium 10 mg enteric tablet, 28 

8508T Prabez, AF – RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30 

8509W Prabez, AF – RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30 

8470T Prilace 10, RW – RAMIPRIL, ramipril 10 mg capsule, 30 

1945J Prilace 2.5, RW – RAMIPRIL, ramipril 2.5 mg tablet, 30 

1946K Prilace 5, RW – RAMIPRIL, ramipril 5 mg tablet, 30 

2055E Ulcyte, AF – SUCRALFATE, sucralfate 1 g tablet, 120 

8144P Sumagran Aspen 50, RW – SUMATRIPTAN, SUMATRIPTAN Tablet 50 mg (as succinate), 2 

5480K Valnir, OW – VALACICLOVIR, valaciclovir 500 mg tablet, 30 

8064K Valnir, OW – VALACICLOVIR, valaciclovir 500 mg tablet, 42 

8133C Valnir, OW – VALACICLOVIR, valaciclovir 500 mg tablet, 10 

8134D Valnir, OW – VALACICLOVIR, valaciclovir 500 mg tablet, 30 
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Deletion – Equivalence Indicator 
1443Y Parlodel, SZ – BROMOCRIPTINE, bromocriptine 2.5 mg tablet, 30 

1444B Parlodel, SZ – BROMOCRIPTINE, bromocriptine 2.5 mg tablet, 30 

2055E Carafate, AS – SUCRALFATE, sucralfate 1 g tablet, 120 
 
 
Alterations 
Alteration – Restriction 
The following items have additions, deletions or alterations to restrictions, notes and/or cautions. 

9425C ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Humira) 

9426D ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges (Humira) 

9427E ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Humira) 

9428F ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges (Humira) 

2130D ALPRAZOLAM, alprazolam 250 microgram tablet, 50 (Alprax 0.25, Kalma 0.25) 

2131E ALPRAZOLAM, alprazolam 500 microgram tablet, 50 (Alprax 0.5, Kalma 0.5) 

2132F ALPRAZOLAM, alprazolam 1 mg tablet, 50 (Alprax 1, GenRx Alprazolam, Kalma 1) 

1443Y BROMOCRIPTINE, bromocriptine 2.5 mg tablet, 30 (Parlodel) 

1354G DASATINIB, dasatinib 20 mg tablet, 60 (Sprycel) 

1381Q DASATINIB, dasatinib 50 mg tablet, 60 (Sprycel) 

1415L DASATINIB, dasatinib 70 mg tablet, 60 (Sprycel) 

1416M DASATINIB, dasatinib 100 mg tablet, 30 (Sprycel) 

2478K DASATINIB, dasatinib 20 mg tablet, 60 (Sprycel) 

2482P DASATINIB, dasatinib 50 mg tablet, 60 (Sprycel) 

2485T DASATINIB, dasatinib 70 mg tablet, 60 (Sprycel) 

9342Q DASATINIB, dasatinib 100 mg tablet, 30 (Sprycel) 

9037P ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack (Enbrel) 

9091L ETANERCEPT, ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1 (Enbrel) 

9429G ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack (Enbrel) 

9431J ETANERCEPT, ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1 (Enbrel) 

9461Y ETANERCEPT, ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1 (Enbrel) 

9462B ETANERCEPT, ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1 (Enbrel) 

10915L IMATINIB, imatinib 100 mg capsule, 60 (IMATINIB-DRLA, Imatinib-APOTEX) 

10916M IMATINIB, imatinib 400 mg capsule, 30 (IMATINIB-DRLA, Imatinib-APOTEX) 

9113P IMATINIB, imatinib 100 mg tablet, 60 (Glivec, IMATINIB RBX, Imatinib-Teva) 

9114Q IMATINIB, imatinib 400 mg tablet, 30 (Glivec, IMATINIB RBX, Imatinib-Teva) 

8630F MILK PROTEIN AND FAT FORMULA WITH VITAMINS AND MINERALS CARBOHYDRATE FREE, milk protein 
and fat formula with vitamins and minerals carbohydrate free powder for oral liquid, 225 g (Carbohydrate Free 
Mixture) 

1309X NILOTINIB, NILOTINIB Capsule 150 mg (as hydrochloride monohydrate), 120 (Tasigna) 

9171Q NILOTINIB, NILOTINIB Capsule 200 mg (as hydrochloride monohydrate), 120 (Tasigna) 

10425Q SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices (Cosentyx) 

10494H SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices (Cosentyx) 

10910F SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices (Cosentyx) 

8577K SOY PROTEIN AND FAT FORMULA WITH VITAMINS AND MINERALS CARBOHYDRATE FREE, soy protein 
and fat formula with vitamins and minerals carbohydrate free oral liquid, 384 mL can (RCF) 

10382K TRAMETINIB, trametinib 2 mg tablet, 30 (Mekinist) 
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10385N TRAMETINIB, trametinib 500 microgram tablet, 30 (Mekinist) 

10403M TRAMETINIB, trametinib 500 microgram tablet, 30 (Mekinist) 

10405P TRAMETINIB, trametinib 2 mg tablet, 30 (Mekinist) 

9304Q USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara) 

9305R USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara) 

 
Alteration – Manufacturer Code 
  From To 

8048N ReoPro – ABCIXIMAB, abciximab 10 mg/5 mL injection, 5 mL vial LY JC 

2946C Phosphate Sandoz – PHOSPHORUS, phosphorus 500 mg effervescent tablet, 100 NV PL 

 
Alteration – Maximum Quantity 
  From To 

2130D ALPRAZOLAM, alprazolam 250 microgram tablet, 50 (Alprax 0.25, Kalma 0.25) 1 0.2 

2131E ALPRAZOLAM, alprazolam 500 microgram tablet, 50 (Alprax 0.5, Kalma 0.5) 1 0.2 

2132F ALPRAZOLAM, alprazolam 1 mg tablet, 50 (Alprax 1, GenRx Alprazolam, Kalma 1) 1 0.2 

 
Alteration – Number of Repeats 
  From To 

2132F ALPRAZOLAM, alprazolam 1 mg tablet, 50 (Alprax 1, GenRx Alprazolam, Kalma 1) 2 0 
 
 
Advance Notices 
1 April 2017 

Deletion – Brand 
1788D Max Pharma Ceftriaxone, GQ – CEFTRIAXONE, CEFTRIAXONE Powder for injection 1 g, 5 

10789W E.E.S. 400 Filmtab, GH – ERYTHROMYCIN ETHYLSUCCINATE, erythromycin (as ethylsuccinate) 400 mg tablet, 
25 

2750R E.E.S. 400 Filmtab, GH – ERYTHROMYCIN ETHYLSUCCINATE, erythromycin (as ethylsuccinate) 400 mg tablet, 
25 

3336N E.E.S. 400 Filmtab, GH – ERYTHROMYCIN ETHYLSUCCINATE, erythromycin (as ethylsuccinate) 400 mg tablet, 
25 (Dental) 

1 May 2017 

Deletion – Brand 
2646G XLYS, LOW TRY Maxamaid, SB – AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT 

LYSINE AND LOW IN TRYPTOPHAN, amino acid formula with vitamins and minerals without lysine and low in 
tryptophan powder for oral liquid, 500 g 

8328H XMET Maxamaid, SB – AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT METHIONINE, 
amino acid formula with vitamins and minerals without methionine powder for oral liquid, 500 g 

8059E XMTVI Maxamaid, SB – AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT METHIONINE, 
THREONINE AND VALINE AND LOW IN ISOLEUCINE, amino acid formula with vitamins and minerals without 
methionine, threonine and valine and low in isoleucine powder for oral liquid, 500 g 

8446M XPhen, Tyr Maxamaid, SB – 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, 500 g 

8260R MSUD Maxamaid, SB – 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, 500 g 
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Highly Specialised Drugs Program (Private Hospital) 
 
Additions 
Addition – Item 
11036W LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Revlimid) 

11063G LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Revlimid) 

11042E LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Revlimid) 

11055W LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Revlimid) 

11044G PEGINTERFERON ALFA-2A, peginterferon alfa-2a 180 microgram/0.5 mL injection, 4 x 0.5 mL syringes 
(Pegasys) 

11031N RIOCIGUAT, riociguat 500 microgram tablet, 42 (Adempas) 

11058B RIOCIGUAT, riociguat 500 microgram tablet, 84 (Adempas) 

11028K RIOCIGUAT, riociguat 1 mg tablet, 42 (Adempas) 

11060D RIOCIGUAT, riociguat 1 mg tablet, 84 (Adempas) 

11046J RIOCIGUAT, riociguat 1.5 mg tablet, 42 (Adempas) 

11061E RIOCIGUAT, riociguat 1.5 mg tablet, 84 (Adempas) 

11030M RIOCIGUAT, riociguat 2 mg tablet, 84 (Adempas) 

11045H RIOCIGUAT, riociguat 2 mg tablet, 42 (Adempas) 

11035T RIOCIGUAT, riociguat 2.5 mg tablet, 84 (Adempas) 

11052Q RIOCIGUAT, riociguat 2.5 mg tablet, 42 (Adempas) 

 
Addition – Brand 
6328C Pacrolim, AF – TACROLIMUS, tacrolimus 500 microgram capsule, 100 

6216E Pacrolim, AF – TACROLIMUS, tacrolimus 1 mg capsule, 100 

6217F Pacrolim, AF – TACROLIMUS, tacrolimus 5 mg capsule, 50 
 
 
Deletions 
Deletion – Item 
6394M PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 

syringes] (&) ribavirin 200 mg tablet [112 tablets], 1 pack (Pegasys RBV) 

10674T PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [140 tablets], 1 pack (Pegasys RBV) 

6395N PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [140 tablets], 1 pack (Pegasys RBV) 

10662E PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [168 tablets], 1 pack (Pegasys RBV) 

6392K PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 135 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [168 tablets], 1 pack (Pegasys RBV) 

6396P PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [168 tablets], 1 pack (Pegasys RBV) 

10197Q SIMEPREVIR, simeprevir sodium 150 mg capsule, 7 (Olysio) 

 

Deletion – Brand 
6280M Zelitrex, RF – VALACICLOVIR, valaciclovir 500 mg tablet, 100 
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Alterations 
Alteration – Restriction 
The following items have additions, deletions or alterations to restrictions, notes and/or cautions. 

9648T AMBRISENTAN, ambrisentan 5 mg tablet, 30 (Volibris) 

9649W AMBRISENTAN, ambrisentan 10 mg tablet, 30 (Volibris) 

6429J BOSENTAN, bosentan 62.5 mg tablet, 60 (Tracleer) 

6430K BOSENTAN, bosentan 125 mg tablet, 60 (Tracleer) 

5827Q ELTROMBOPAG, eltrombopag 25 mg tablet, 28 (Revolade) 

5828R ELTROMBOPAG, eltrombopag 50 mg tablet, 28 (Revolade) 

10111E EPOPROSTENOL, epoprostenol 500 microgram injection, 1 vial (Veletri) 

10129D EPOPROSTENOL, epoprostenol 1.5 mg injection, 1 vial (Veletri) 

5036C EPOPROSTENOL, EPOPROSTENOL SODIUM Powder for I.V. infusion 500 micrograms (base) infusion 
administration set, 1 (Flolan Kit) 

5042J EPOPROSTENOL, EPOPROSTENOL SODIUM Powder for I.V. infusion 1.5 mg (base) infusion administration set, 
1 (Flolan Kit) 

1082Y FILGRASTIM, filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes (TevaGrastim) 

1113N FILGRASTIM, filgrastim 480 microgram/0.8 mL injection, 10 x 0.8 mL syringes (TevaGrastim) 

2733W FILGRASTIM, filgrastim 480 microgram/0.5 mL injection, 5 x 0.5 mL syringes (Zarzio) 

2747N FILGRASTIM, filgrastim 300 microgram/0.5 mL injection, 5 x 0.5 mL syringes (Zarzio) 

6126K FILGRASTIM, filgrastim 300 microgram/mL injection, 10 x 1 mL vials (Neupogen) 

6127L FILGRASTIM, filgrastim 480 microgram/1.6 mL injection, 10 x 1.6 mL vials (Neupogen) 

6291D FILGRASTIM, filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes (Neupogen) 

6292E FILGRASTIM, filgrastim 480 microgram/0.5 mL injection, 10 x 0.5 mL syringes (Neupogen) 

9693E FILGRASTIM, filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes (Nivestim) 

9695G FILGRASTIM, filgrastim 480 microgram/0.5 mL injection, 10 x 0.5 mL syringes (Nivestim) 

6456T ILOPROST, iloprost 20 microgram/2 mL inhalation solution, 30 x 2 mL ampoules (Ventavis) 

9617E INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade) 

10134J MACITENTAN, macitentan 10 mg tablet, 30 (Opsumit) 

10956P OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Xolair) 

10968G OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Xolair) 

9697J ROMIPLOSTIM, romiplostim 250 microgram injection, 1 vial (Nplate) 

9699L ROMIPLOSTIM, romiplostim 500 microgram injection, 1 vial (Nplate) 

9605M SILDENAFIL, sildenafil 20 mg tablet, 90 (APO-Sildenafil PHT, Revatio, SILDENAFIL-DRx, Sildenafil AN PHT 20, 
Sildenafil Sandoz PHT 20) 

1304P TADALAFIL, tadalafil 20 mg tablet, 56 (Adcirca) 
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Highly Specialised Drugs Program (Public Hospital) 
 
Additions 
Addition – Item 
11029L LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Revlimid) 

11064H LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Revlimid) 

11062F LENALIDOMIDE, lenalidomide 15 mg capsule, 21 (Revlimid) 

11041D LENALIDOMIDE, lenalidomide 25 mg capsule, 21 (Revlimid) 

11026H PEGINTERFERON ALFA-2A, peginterferon alfa-2a 180 microgram/0.5 mL injection, 4 x 0.5 mL syringes 
(Pegasys) 

11040C RIOCIGUAT, riociguat 500 microgram tablet, 42 (Adempas) 

11059C RIOCIGUAT, riociguat 500 microgram tablet, 84 (Adempas) 

11053R RIOCIGUAT, riociguat 1 mg tablet, 84 (Adempas) 

11054T RIOCIGUAT, riociguat 1 mg tablet, 42 (Adempas) 

11047K RIOCIGUAT, riociguat 1.5 mg tablet, 42 (Adempas) 

11048L RIOCIGUAT, riociguat 1.5 mg tablet, 84 (Adempas) 

11038Y RIOCIGUAT, riociguat 2 mg tablet, 42 (Adempas) 

11039B RIOCIGUAT, riociguat 2 mg tablet, 84 (Adempas) 

11024F RIOCIGUAT, riociguat 2.5 mg tablet, 84 (Adempas) 

11057Y RIOCIGUAT, riociguat 2.5 mg tablet, 42 (Adempas) 

 
Addition – Brand 
9558C Pacrolim, AF – TACROLIMUS, tacrolimus 500 microgram capsule, 100 

9560E Pacrolim, AF – TACROLIMUS, tacrolimus 1 mg capsule, 100 

9561F Pacrolim, AF – TACROLIMUS, tacrolimus 5 mg capsule, 50 
 
 
Deletions 
Deletion – Item 
9525H PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 

syringes] (&) ribavirin 200 mg tablet [112 tablets], 1 pack (Pegasys RBV) 

10664G PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [140 tablets], 1 pack (Pegasys RBV) 

9526J PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [140 tablets], 1 pack (Pegasys RBV) 

10655T PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [168 tablets], 1 pack (Pegasys RBV) 

9524G PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 135 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [168 tablets], 1 pack (Pegasys RBV) 

9527K PEGINTERFERON ALFA-2A (&) RIBAVIRIN, peginterferon alfa-2a 180 microgram/0.5 mL injection [4 x 0.5 mL 
syringes] (&) ribavirin 200 mg tablet [168 tablets], 1 pack (Pegasys RBV) 

10200W SIMEPREVIR, simeprevir sodium 150 mg capsule, 7 (Olysio) 

 
Deletion – Brand 
9568N Zelitrex, RF – VALACICLOVIR, valaciclovir 500 mg tablet, 100 
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Alterations 
Alteration – Restriction 
The following items have additions, deletions or alterations to restrictions, notes and/or cautions. 

5607D AMBRISENTAN, ambrisentan 5 mg tablet, 30 (Volibris) 

5608E AMBRISENTAN, ambrisentan 10 mg tablet, 30 (Volibris) 

5618Q BOSENTAN, bosentan 62.5 mg tablet, 60 (Tracleer) 

5619R BOSENTAN, bosentan 125 mg tablet, 60 (Tracleer) 

5825N ELTROMBOPAG, eltrombopag 25 mg tablet, 28 (Revolade) 

5826P ELTROMBOPAG, eltrombopag 50 mg tablet, 28 (Revolade) 

10117L EPOPROSTENOL, epoprostenol 1.5 mg injection, 1 vial (Veletri) 

10130E EPOPROSTENOL, epoprostenol 500 microgram injection, 1 vial (Veletri) 

5030R EPOPROSTENOL, EPOPROSTENOL SODIUM Powder for I.V. infusion 500 micrograms (base) infusion 
administration set, 1 (Flolan Kit) 

5035B EPOPROSTENOL, EPOPROSTENOL SODIUM Powder for I.V. infusion 1.5 mg (base) infusion administration set, 
1 (Flolan Kit) 

5751Q ILOPROST, iloprost 20 microgram/2 mL inhalation solution, 30 x 2 mL ampoules (Ventavis) 

5758C INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade) 

10136L MACITENTAN, macitentan 10 mg tablet, 30 (Opsumit) 

10967F OMALIZUMAB, omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe (Xolair) 

10973M OMALIZUMAB, omalizumab 150 mg/mL injection, 1 mL syringe (Xolair) 

9696H ROMIPLOSTIM, romiplostim 250 microgram injection, 1 vial (Nplate) 

9698K ROMIPLOSTIM, romiplostim 500 microgram injection, 1 vial (Nplate) 

9547L SILDENAFIL, sildenafil 20 mg tablet, 90 (APO-Sildenafil PHT, Revatio, SILDENAFIL-DRx, Sildenafil AN PHT 20, 
Sildenafil Sandoz PHT 20) 

1308W TADALAFIL, tadalafil 20 mg tablet, 56 (Adcirca) 

 

Repatriation Pharmaceutical Benefits 
 
Alterations 
Alteration – Item Description 
From 

4004R CLOTRIMAZOLE, clotrimazole 1% vaginal cream, 20 g (Clonea); clotrimazole 1% vaginal cream, 20 g (Pharmacy 
Action Anti-Fungal Cream) 

To 

4004R CLOTRIMAZOLE, clotrimazole 1% cream, 20 g (Clonea); clotrimazole 1% cream, 20 g (Pharmacy Action Anti-
Fungal Cream) 
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General Pharmaceutical Benefits 
 ADALIMUMAB 

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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
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this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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 prebiological treatment baseline value for this Treatment Cycle. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
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Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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  
(ii) 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. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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. 
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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 assessed at baseline. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 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 Continuing treatment, Whole body restriction to 

complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions, 
AND 
• The treatment must be as systemic monotherapy (other than methotrexate). 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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). 
Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be 
forwarded to:  
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges 
9428F 

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

1 5 .. 1508.65 38.80  Humira [VE]   

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
9427E 

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

1 5 .. 1508.65 38.80  Humira [VE]   

 ADALIMUMAB 
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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
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they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
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The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Whole body (new patient (no prior biological agent) or patient recommencing 
treatment after a break of 5 years or more) 
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 
• Patient must not have received any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
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from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

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 chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Whole body (change or recommencement of treatment after a break of less 
than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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 prebiological treatment baseline value for this Treatment Cycle. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 
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Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
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 (no prior biological agent) or patient 
recommencing treatment after a break of 5 years or more) 
Clinical criteria: 
• 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 any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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:  
(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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
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In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

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 chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Face, hand, foot (change or recommencement of treatment after a break of 
less than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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  
(ii) 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. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 
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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 chronic plaque psoriasis 
Treatment Phase: Initial 1, Whole body or Face, hand, foot (new patient or patient recommencing treatment after a break of 
5 years or more) or Initial 2, Whole body or Face, hand, foot (change or recommencement of treatment after a break of less 
than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 1, Whole body (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Whole body (change or 

recommencement of treatment after a break of less than 5 years ) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 1, Face, hand, foot (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Face, hand, foot (change or 

recommencement of treatment after a break of less than 5 years) restriction to complete 16 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment 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). 

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 

 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges 
9426D 

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

1 4 .. 1508.65 38.80  Humira [VE]   

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
9425C 

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

1 4 .. 1508.65 38.80  Humira [VE]   

 ALPRAZOLAM 
Note The panic disorder must not be attributable to some known organic factor. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority required 
Panic disorder 
Clinical criteria: 
• The treatment must be for use when other treatments have failed; OR 
• The treatment must be for use when other treatments are inappropriate. 

alprazolam 1 mg tablet, 50 
2132F 

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

0.2 .. .. *17.42 18.61 a Alprax 1 [QA] a GenRx Alprazolam [GX] 
     a Kalma 1 [AF]   

alprazolam 250 microgram tablet, 50 
2130D 

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

0.2 .. .. *16.48 17.67 a Alprax 0.25 [QA] a Kalma 0.25 [AF] 

alprazolam 500 microgram tablet, 50 
2131E 

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

0.2 .. .. *16.80 17.99 a Alprax 0.5 [QA] a Kalma 0.5 [AF] 

 
NP 

 
NP 

 
NP 

General Pharmaceutical Benefits  21 



 

 BROMOCRIPTINE 
Caution Care should be taken when treating patients with advanced age and significant cognitive impairment with dopamine 

agonists. 
Restricted benefit 
Acromegaly 
Restricted benefit 
Parkinson disease 
Restricted benefit 
Pathological hyperprolactinaemia 
Clinical criteria: 
• Patient must be one in whom surgery is not indicated. 
Restricted benefit 
Pathological hyperprolactinaemia 
Clinical criteria: 
• Patient must have had surgery for this condition with incomplete resolution. 
Restricted benefit 
Pathological hyperprolactinaemia 
Clinical criteria: 
• Patient must be one in whom radiotherapy is not indicated. 
Restricted benefit 
Pathological hyperprolactinaemia 
Clinical criteria: 
• Patient must have had radiotherapy for this condition with incomplete resolution. 

bromocriptine 2.5 mg tablet, 30 
1443Y 

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

2 5 .. *32.30 33.49  Parlodel [SZ]   

 CERITINIB 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Stage IIIB (locally advanced) or Stage IV (metastatic) non-small cell lung cancer (NSCLC) 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The treatment must be as monotherapy, AND 
• The condition must be non-squamous type non-small cell lung cancer (NSCLC) or not otherwise specified type NSCLC, 
AND 
• Patient must have a WHO performance status of 2 or less. 
Population criteria: 
• Patient must have evidence of an anaplastic lymphoma kinase (ALK) gene rearrangement in tumour material, defined as 

15% (or greater) positive cells by fluorescence in situ hybridisation (FISH) testing. 
Authority required 
Stage IIIB (locally advanced) or Stage IV (metastatic) non-small cell lung cancer (NSCLC) 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• The treatment must be as monotherapy, AND 
• Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have progressive disease. 
Authority required 
Stage IIIB (locally advanced) or Stage IV (metastatic) non-small cell lung cancer (NSCLC) 
Treatment Phase: Grandfathering treatment 
Clinical criteria: 
• Patient must have previously received non-PBS-subsidised treatment with this drug for this condition prior to 1 February 

2017, AND 
• The treatment must be as monotherapy, AND 
• The condition must be non-squamous type non-small cell lung cancer (NSCLC) or not otherwise specified type NSCLC, 
AND 
• Patient must have a WHO performance status of 2 or less, AND 
• Patient must not have progressive disease. 
Population criteria: 
• Patient must have evidence of an anaplastic lymphoma kinase (ALK) gene rearrangement in tumour material, defined as 

15% (or greater) positive cells by fluorescence in situ hybridisation (FISH) testing. 
A patient may qualify for PBS-subsidised treatment under this restriction once only. 
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ceritinib 150 mg capsule, 3 x 50 
11056X 

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

1 1 .. 7276.18 38.80  Zykadia [NV]   

 DASATINIB 
Note 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. 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 From 1 April 2012, under the PBS, 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% to receive 
continuing therapy. 
First continuing applications are to be written and must include a pathology report demonstrating the patient has responded 
to the initial course of treatment. 
Second and subsequent authority applications for continuing therapy may be made by telephoning the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
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 submitted. 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 submitted. The cytogenetic or peripheral blood quantitative PCR analyses 
must be submitted within 18 months of the commencement of treatment with imatinib mesilate, 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 
Clinical criteria: 
• The condition must be a primary diagnosis, AND 
• The condition must be in the chronic phase, AND 
• The condition must be expressing the Philadelphia chromosome; OR 
• The condition must have the transcript BCR-ABL tyrosine kinase, AND 
• The treatment must be for first line therapy for this condition, AND 
• Patient must not have previously experienced a failure of response to the PBS-subsidised first line treatment with this 

drug for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised first line treatment with imatinib 

for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised first line treatment with nilotinib 

for this condition, AND 
• The treatment must not exceed a total maximum of 18 months of therapy with a PBS-subsidised treatment with a tyrosine 

kinase inhibitor for this condition, AND 
• 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. 
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Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Chronic Myeloid Leukaemia - Chronic Phase, First Line - Supporting Information form; and 
(3) a pathology cytogenetic report 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; and 
(4) a signed patient acknowledgement form 
Authority required 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: First continuing treatment 
Clinical criteria: 
• The condition must be in the chronic phase, AND 
• Patient must have received initial PBS-subsidised first line treatment with this drug for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised first line treatment with imatinib 

for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised first line treatment with nilotinib 

for this condition, AND 
• Patient must have demonstrated a major cytogenic response; OR 
• Patient must have demonstrated a peripheral blood level of BCR-ABL of less than 1%, AND 
• The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 

kinase inhibitor for this condition under this restriction, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
First continuing applications for authorisation must be in writing and must include:(1) a completed authority prescription form; 
and(2) demonstration of continued response to treatment as evidenced by either:(a) a major cytogenetic response [see Note 
explaining requirements]; or(b) a peripheral blood level of BCR-ABL of less than 1% on the international scale [see Note 
explaining requirements].Where this has been supplied within the previous 12 months, only the date of the relevant 
pathology report need be provided. 
Authority required 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: Subsequent continuing treatment 
Clinical criteria: 
• The condition must be in the chronic phase, AND 
• Patient must have received the First continuing PBS-subsidised treatment with this drug as a first line therapy for this 

condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised first line treatment with imatinib 

as a first line therapy for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised first line treatment with nilotinib 

as a first line therapy for this condition, AND 
• Patient must have maintained a major cytogenic response; OR 
• Patient must have maintained a peripheral blood level of BCR-ABL of less than 1%, AND 
• The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 

kinase inhibitor for this condition under this restriction, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Subsequent authority applications for continuing therapy with this drug may be made by telephoning the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

dasatinib 100 mg tablet, 30 
1416M 

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

1 5 .. 4762.45 38.80  Sprycel [BQ]   

dasatinib 20 mg tablet, 60 
1354G 

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

1 5 .. 2949.52 38.80  Sprycel [BQ]   

dasatinib 50 mg tablet, 60 
1381Q 

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

1 5 .. 4762.45 38.80  Sprycel [BQ]   

dasatinib 70 mg tablet, 60 
1415L 

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

1 5 .. 5861.02 38.80  Sprycel [BQ]   

 DASATINIB 
Note 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. Where the term TKI agent appears in the following notes 
and restrictions it refers to dasatinib or nilotinib. Imatinib mesilate is not approved for use in second or third line 
treatment.Patients are eligible for PBS-subsidised treatment with only one of 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 
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failed prior PBS-subsidised treatment with that agent.Nilotinib is not approved for patients in blast crisis.1. Initial second line 
treatmentFrom 1 April 2012, under the PBS, 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. Initial third line treatmentThird-line 
treatment with a TKI can only be approved when imatinib is used for first-line treatment. Patients will only be approved for 
PBS-subsidised treatment with one third-line agent.From 1 April 2012, under the PBS, a patient will be able to be prescribed 
either dasatinib or nilotinib providing the patient did not fail that drug as first or second line therapy and for nilotinib the 
patient is not in blast crisis.3. Continuing treatment for second and third line treatmentAll continuing applications are to be 
written and must include a pathology report demonstrating the patient has responded 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% 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.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.4. 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 submitted. 
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 
submitted. The cytogenetic or peripheral blood quantitative PCR analyses must be submitted 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).5. 
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.6. 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 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 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: Initial treatment 
Clinical criteria: 
• Patient must not have failed PBS-subsidised first line treatment with this drug for this condition, 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 of response, to PBS-subsidised second line treatment with 

nilotinib for this condition, AND 
• 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(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 imatinib or 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 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); ORBlast 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 
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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. 
Applications for authorisation must be in writing and must include:(a) a completed authority prescription form; and(b) a 
completed Chronic Myeloid Leukaemia - Second and Third Line - Supporting Information Form; and(c) a signed patient 
acknowledgement; and(d) 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. (The date of the relevant pathology report needs to be provided); 
and(e) where there has been a loss of response to imatinib or nilotinib, a copy of the current 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 
Authority required 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received initial PBS- subsidised second line treatment with this drug 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 cytogenetic response 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 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Applications for authorisation must be in writing and must include:(1) a completed authority prescription form; and(2) a 
completed Chronic Myeloid Leukaemia - Second and Third Line - Application Form for continuing treatment; and (3) 
demonstration of continued response to treatment as evidenced by either: (a) major cytogenetic response [see Note 
explaining definitions of response]. Where this has been supplied within the previous 12 months (or 18 months for the initial 
supply), only the date of the relevant pathology report need be provided; or (b) a peripheral blood level of BCR-ABL of less 
than 1% on the international scale on the international scale [see Note explaining definitions of response]. Where this has 
been supplied within the previous 12 months (or 18 months for the initial supply), only the date of the relevant pathology 
report need be provided. 

dasatinib 100 mg tablet, 30 
9342Q 

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

1 5 .. 4762.45 38.80  Sprycel [BQ]   

dasatinib 20 mg tablet, 60 
2478K 

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

1 5 .. 2949.52 38.80  Sprycel [BQ]   

dasatinib 50 mg tablet, 60 
2482P 

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

1 5 .. 4762.45 38.80  Sprycel [BQ]   

dasatinib 70 mg tablet, 60 
2485T 

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

1 5 .. 5861.02 38.80  Sprycel [BQ]   

 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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 respond to treatment 3 times, they are deemed to have completed a Treatment 
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Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
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Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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 prebiological treatment baseline value for this Treatment Cycle. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
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• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 
foot, AND 

• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 
this condition in the current Treatment Cycle, AND 

• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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  
(ii) 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. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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 continuing treatment must be performed on the same affected area assessed at baseline. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 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 Continuing treatment, Whole body restriction to 

complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions, 
AND 
• The treatment must be as systemic monotherapy (other than methotrexate). 
Treatment criteria: 
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• Must be treated by a dermatologist. 
Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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). 
Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be 
forwarded to:  
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1 
9462B 

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

1 5 .. 1679.36 38.80  Enbrel [PF]   

ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1 
9431J 

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

1 5 .. 1679.36 38.80  Enbrel [PF]   

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack 
9429G 

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

2 5 .. *1679.34 38.80  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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
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may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Whole body (new patient (no prior biological agent) or patient recommencing 
treatment after a break of 5 years or more) 
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 
• Patient must not have received any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

General Pharmaceutical Benefits  31 



 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

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 chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Whole body (change or recommencement of treatment after a break of less 
than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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 prebiological treatment baseline value for this Treatment Cycle. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Face, hand, foot (new patient (no prior biological agent) or patient 
recommencing treatment after a break of 5 years or more) 
Clinical criteria: 
• 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 any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
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For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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:  
(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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

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 chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Face, hand, foot (change or recommencement of treatment after a break of 
less than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• 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: 
• Patient must be aged 18 years or older. 
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Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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  
(ii) 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. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 chronic plaque psoriasis 
Treatment Phase: Initial 1, Whole body or Face, hand, foot (new patient or patient recommencing treatment after a break of 
5 years or more) or Initial 2, Whole body or Face, hand, foot (change or recommencement of treatment after a break of less 
than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 1, Whole body (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Whole body (change or 

recommencement of treatment after a break of less than 5 years ) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 1, Face, hand, foot (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Face, hand, foot (change or 

recommencement of treatment after a break of less than 5 years) restriction to complete 16 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment 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). 

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 
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Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

 

ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1 
9461Y 

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

1 3 .. 1679.36 38.80  Enbrel [PF]   

ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1 
9091L 

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

1 3 .. 1679.36 38.80  Enbrel [PF]   

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack 
9037P 

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

2 3 .. *1679.34 38.80  Enbrel [PF]   

 GLYCERYL TRINITRATE 
glyceryl trinitrate 300 microgram sublingual tablet, 100 
11027J 

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

‡1 5 .. 17.87 19.06  Nitrostat [PF]   

glyceryl trinitrate 300 microgram sublingual tablet, 100 
11051P 

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

‡1 .. .. 17.87 19.06  Nitrostat [PF]   

 IMATINIB 
Note 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. 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 From 1 April 2012, under the PBS, 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% to receive 
continuing therapy. 
First continuing applications are to be written and must include a pathology report demonstrating the patient has responded 
to the initial course of treatment. 
Second and subsequent authority applications for continuing therapy may be made by telephoning the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
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 submitted. 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 submitted. The cytogenetic or peripheral blood quantitative PCR analyses 
must be submitted within 18 months of the commencement of treatment with imatinib mesilate, 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. 

 
NP 

 
DP 
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Note Pharmaceutical benefits that have the form imatinib tablet 100 mg and imatinib capsule 100 mg are equivalent for the 
purposes of substitution. 

Note Pharmaceutical benefits that have the form imatinib tablet 400 mg and imatinib capsule 400 mg are equivalent for the 
purposes of substitution. 

 

Authority required 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: Initial 
Clinical criteria: 
• Patient must have a primary diagnosis of chronic myeloid leukaemia, AND 
• The condition must be in the chronic phase of chronic myeloid leukaemia, AND 
• The condition must be expressing the Philadelphia chromosome; OR 
• The condition must have the transcript BCR-ABL tyrosine kinase, AND 
• The treatment must be for first line therapy for this condition, AND 
• Patient must not have previously experienced a failure of response to the PBS-subsidised treatment with this drug for this 

condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised treatment with dasatinib as a 

first line therapy for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised treatment with nilotinib as a first 

line therapy for this condition, AND 
• The treatment must not exceed a total maximum of 18 months of therapy with a PBS-subsidised treatment with a tyrosine 

kinase inhibitor for this condition, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Applications for authorisation must be in writing and must include:(1) a completed authority prescription form; and(2) a 
completed Chronic Myeloid Leukaemia - Chronic Phase, First Line - Supporting Information form; and(3) a pathology 
cytogenetic report 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; and(4) a signed patient acknowledgement form 
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. 

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 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: First Continuing 
Clinical criteria: 
• The condition must be in the chronic phase of chronic myeloid leukaemia, AND 
• Patient must have received initial PBS-subsidised treatment with this drug as a first line therapy for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised treatment with dasatinib as a 

first line therapy for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised treatment with nilotinib as a first 

line therapy for this condition, AND 
• Patient must have demonstrated a major cytogenic response; OR 
• Patient must have demonstrated a peripheral blood level of BCR-ABL of less than 1%, AND 
• The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 

kinase inhibitor for this condition under this restriction, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
First continuing applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a response to treatment as evidenced by either: 
(a) a major cytogenetic response [see Note explaining requirements]; or 
(b) a peripheral blood level of BCR-ABL of less than 1% on the international scale [see Note explaining requirements]. 

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  
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Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: Subsequent continuing 
Clinical criteria: 
• The condition must be in the chronic phase of chronic myeloid leukaemia, AND 
• 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 of response, to PBS-subsidised treatment with dasatinib as a 

first line therapy for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised treatment with nilotinib as a first 

line therapy for this condition, AND 
• Patient must have maintained a major cytogenic response; OR 
• Patient must have maintained a peripheral blood level of BCR-ABL of less than 1%, AND 
• The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 

kinase inhibitor for this condition under this restriction, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Second and subsequent authority applications for continuing therapy with imatinib mesilate may be made on the 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). 

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 

 

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 .. 1576.95 38.80 a Imatinib-APOTEX [TX] a IMATINIB-DRLA [RZ] 

imatinib 100 mg tablet, 60 
9113P 

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

1 5 .. 1576.95 38.80 a Glivec [AF] a IMATINIB RBX [RA] 
     a Imatinib-Teva [TB]   

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 .. 3047.02 38.80 a Imatinib-APOTEX [TX] a IMATINIB-DRLA [RZ] 

imatinib 400 mg tablet, 30 
9114Q 

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

1 5 .. 3047.02 38.80 a Glivec [AF] a IMATINIB RBX [RA] 
     a Imatinib-Teva [TB]   

 IXEKIZUMAB 
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 

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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
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Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 

General Pharmaceutical Benefits  39 



 

the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 3, Whole body (initial PBS-subsidised supply for continuing treatment in a patient 
commenced on non-PBS-subsidised therapy) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have been receiving treatment with this drug for this condition prior to 1 February 2017, AND 
• Patient must have had a Psoriasis Area and Severity Index (PASI) score of greater than 15 prior to commencing 

treatment with this drug, AND 
• Patient must have demonstrated a response to treatment as specified in the criterion included in the restriction for 

continuing PBS-subsidised treatment with this drug (whole body), AND 
• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 

PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) the completed Psoriasis Area and Severity Index (PASI) calculation sheet including the date of the assessment of the 
patient's condition at baseline (prior to initiation of therapy with this drug) and the most recent PASI assessment; and 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]; and 
(iii) the signed patient and prescriber acknowledgements. 
The most recent PASI assessment must be no more than 1 month old at the time of application. 
A patient may qualify for PBS-subsidised treatment under this restriction once only. 

Note A PASI assessment of the patient's response to this initial PBS-subsidised course of therapy must be conducted within 4 
weeks prior to completion of this course of treatment. This assessment, which will be used to determine eligibility for 
continuing treatment, must be submitted to the Department of Human Services no later than 1 month from the date of 
completion of this initial course of treatment. Where a response assessment is not undertaken and submitted to the 
Department of Human Services within these timeframes, the patient will be deemed to have failed to respond to treatment 
with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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 prebiological treatment baseline value for this Treatment Cycle. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 3, Face, hand, foot (initial PBS-subsidised supply for continuing treatment in a 
patient commenced on non-PBS-subsidised therapy) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have been receiving treatment with this drug for this condition prior to 1 February 2017, AND 
• Patient must have had disease, prior to treatment with this drug, 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 were rated as severe or very severe; or (ii) the skin area affected was 30% 
or more of the face, palm of a hand or sole of a foot, AND 

• Patient must have demonstrated a response to treatment as specified in the criterion included in the restriction for 
continuing PBS-subsidised treatment with this drug (face, hand, foot), AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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 at baseline (prior to initiation of therapy with this drug) and the most 
recent PASI assessment; and 
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(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]; and 
(iii) the signed patient and prescriber acknowledgements. 
The most recent PASI assessment must be no more than 1 month old at the time of application. 
The PASI assessment must be performed on the same affected area as assessed at baseline or prior to initiation of 
treatment with this drug. 
A patient may qualify for PBS-subsidised treatment under this restriction once only. 

Note A PASI assessment of the patient's response to this initial PBS-subsidised course of therapy must be conducted within 4 
weeks prior to completion of this course of treatment. This assessment, which will be used to determine eligibility for 
continuing treatment, must be submitted to the Department of Human Services no later than 1 month from the date of 
completion of this initial course of treatment. Where a response assessment is not undertaken and submitted to the 
Department of Human Services within these timeframes, the patient will be deemed to have failed to respond to treatment 
with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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  
(ii) 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. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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 continuing treatment must be performed on the same affected area assessed at baseline. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
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Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 3, Whole body or Face, hand, foot (initial PBS-subsidised supply for continuing 
treatment in a patient commenced on non-PBS-subsidised therapy) or Continuing treatment, Whole body or Face, hand, 
foot - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 3, Whole body (initial PBS-subsidised 

supply for continuing treatment in a patient commenced on non-PBS-subsidised therapy) restriction to complete 24 
weeks treatment; OR 

• Patient must have received insufficient therapy with this drug under the Initial 3, Face, hand, foot (initial PBS-subsidised 
supply for continuing treatment in a patient commenced on non-PBS-subsidised therapy) restriction to complete 24 
weeks treatment; OR 

• Patient must have received insufficient therapy with this drug under the Continuing treatment, Whole body restriction to 
complete 24 weeks treatment; OR 

• Patient must have received insufficient therapy with this drug under the Continuing treatment, Face, hand, foot restriction 
to complete 24 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions, 
AND 
• The treatment must be as systemic monotherapy (other than methotrexate). 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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). 

 

ixekizumab 80 mg/mL injection, 2 x 1 mL injection devices 
11033Q 

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

1 2 .. 3407.88 38.80  Taltz [LY]   

 IXEKIZUMAB 
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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
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(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Whole body (new patient (no prior biological agent) or patient recommencing 
treatment after a break of 5 years or more) 
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 
• Patient must not have received any prior PBS-subsidised treatment with a biological agent for this condition; OR 
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• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 
previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

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 chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Whole body (change or recommencement of treatment after a break of less 
than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
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• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 
condition within this Treatment Cycle, AND 

• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 
condition in the current Treatment Cycle, AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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 prebiological treatment baseline value for this Treatment Cycle. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Face, hand, foot (new patient (no prior biological agent) or patient 
recommencing treatment after a break of 5 years or more) 
Clinical criteria: 
• 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 any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 
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• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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:  
(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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

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 chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Face, hand, foot (change or recommencement of treatment after a break of 
less than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 3 biological agents for this 
condition within this Treatment Cycle, AND 

• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 
condition in the current Treatment Cycle, AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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  
(ii) 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. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 chronic plaque psoriasis 
Treatment Phase: Initial 1, Whole body or Face, hand, foot (new patient or patient recommencing treatment after a break of 
5 years or more) or Initial 2, Whole body or Face, hand, foot (change or recommencement of treatment after a break of less 
than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 1, Whole body (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Whole body (change or 

recommencement of treatment after a break of less than 5 years ) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 1, Face, hand, foot (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Face, hand, foot (change or 

recommencement of treatment after a break of less than 5 years) restriction to complete 16 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
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• Must be treated by a dermatologist. 
Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment 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). 

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 

 

ixekizumab 80 mg/mL injection, 2 x 1 mL injection devices 
11032P 

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

1 3 .. 3407.88 38.80  Taltz [LY]   

 MILK PROTEIN AND FAT FORMULA WITH VITAMINS AND MINERALS CARBOHYDRATE FREE 
Restricted benefit 
Ketogenic diet 
Clinical criteria: 
• Patient must have intractable seizures requiring treatment with a ketogenic diet; OR 
• Patient must have a glucose transport protein defect; OR 
• Patient must have pyruvate dehydrogenase deficiency; OR 
• Patient must be an infant or young child with glucose-galactose intolerance and multiple monosaccharide intolerance. 

milk protein and fat formula with vitamins and minerals carbohydrate free powder for oral liquid, 225 g 
8630F 

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

24 5 .. *611.10 38.80  Carbohydrate Free Mixture 
[SB] 

  

 NILOTINIB 
Authority required 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The condition must be a primary diagnosis, AND 
• The condition must be in the chronic phase, AND 
• The condition must be expressing the Philadelphia chromosome; OR 
• The condition must have the transcript BCR-ABL tyrosine kinase, AND 
• The treatment must be for first line therapy for this condition, AND 
• Patient must not have previously experienced a failure to respond to the PBS-subsidised first line treatment with this drug 

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

for this condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised first line treatment with dasatinib 

for this condition, AND 
• The treatment must not exceed a total maximum of 18 months of therapy with a PBS-subsidised treatment with a tyrosine 

kinase inhibitor for this condition, AND 
• 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.Applications for authorisation must 
be in writing and must include:(1) a completed authority prescription form; and(2) a completed Chronic Myeloid Leukaemia - 
Chronic Phase, First Line - Supporting Information form; and(3) a pathology cytogenetic report 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; 
and(4) a signed patient acknowledgement formThe 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. 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 From 1 April 2012, under the PBS, 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, 

 
NP 
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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% to receive 
continuing therapy. 
First continuing applications are to be written and must include a pathology report demonstrating the patient has responded 
to the initial course of treatment. 
Second and subsequent authority applications for continuing therapy may be made by telephoning the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may 
only occur for reason ofintolerance. 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 submitted. 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 submitted. The cytogenetic or peripheral blood quantitative PCR analyses 
must be submitted within 18 months of the commencement of treatment with imatinib mesilate, 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 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 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: First continuing treatment 
Clinical criteria: 
• The condition must be in the chronic phase, AND 
• Patient must have received initial PBS-subsidised first line treatment with this drug for this condition; OR 
• Patient must have experienced intolerance, not a failure to respond, to PBS-subsidised first line treatment with imatinib 

for this condition; OR 
• Patient must have experienced intolerance, not a failure to respond, to PBS-subsidised first line treatment with dasatinib 

for this condition, AND 
• Patient must have demonstrated a major cytogenic response; OR 
• Patient must have demonstrated a peripheral blood level of BCR-ABL of less than 1%, AND 
• The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 

kinase inhibitor for this condition under this restriction, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
First continuing applications for authorisation must be in writing and must include:(1) a completed authority prescription form; 
and(2) demonstration of continued response to treatment as evidenced by either:(a) a major cytogenetic response [see Note 
explaining requirements]; or(b) a peripheral blood level of BCR-ABL of less than 1% on the international scale [see Note 
explaining requirements].Where this has been supplied within the previous 12 months, only the date of the relevant 
pathology report need be provided. 
Authority required 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: Subsequent continuing treatment 
Clinical criteria: 
• The condition must be in the chronic phase, AND 
• Patient must have received the First continuing PBS-subsidised treatment with this drug as a first line therapy for this 

condition; OR 
• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised first line treatment with imatinib 

as a first line therapy for this condition; OR 
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• Patient must have experienced intolerance, not a failure of response, to PBS-subsidised first line treatment with dasatinib 
as a first line therapy for this condition, AND 

• Patient must have maintained a major cytogenic response; OR 
• Patient must have maintained a peripheral blood level of BCR-ABL of less than 1%, AND 
• The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 

kinase inhibitor for this condition under this restriction, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Subsequent authority applications for continuing therapy with this drug may be made by telephoning the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

NILOTINIB Capsule 150 mg (as hydrochloride monohydrate), 120 
1309X 

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

1 5 .. 4253.31 38.80  Tasigna [NV]   

 NILOTINIB 
Note Any queries concerning the arrangements to prescribe this drug 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 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 
Chronic Myeloid Leukaemia (CML) 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The condition must be in the chronic phase; OR 
• The condition must be in the accelerated phase, 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, AND 
• 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(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 imatinib or dasatinib 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 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. 
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. 
Applications for authorisation must be in writing and must include:(a) a completed authority prescription form; and(b) a 
completed Chronic Myeloid Leukaemia - Second and Third Line - Supporting Information Form; and(c) a signed patient 
acknowledgement; and(d) 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. (The date of the relevant pathology report needs to be provided); 
and(e) where there has been a loss of response to imatinib or dasatinib, a copy of the current 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. 

Note 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. Where the term TKI agent appears in the following notes 
and restrictions it refers to dasatinib or nilotinib. Imatinib mesilate is not approved for use in second or third line 
treatment.Patients are eligible for PBS-subsidised treatment with only one of 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.Nilotinib is not approved for patients in blast crisis.1. Initial second line 
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treatmentFrom 1 April 2012, under the PBS, 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. Initial third line treatmentThird-line 
treatment with a TKI can only be approved when imatinib is used for first-line treatment. Patients will only be approved for 
PBS-subsidised treatment with one third-line agent.From 1 April 2012, under the PBS, a patient will be able to be prescribed 
either dasatinib or nilotinib providing the patient did not fail that drug as first or second line therapy and for nilotinib the 
patient is not in blast crisis.3. Continuing treatment for second and third line treatmentAll continuing applications are to be 
written and must include a pathology report demonstrating the patient has responded 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% 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.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.4. 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 submitted. 
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 
submitted. The cytogenetic or peripheral blood quantitative PCR analyses must be submitted 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).5. 
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.6. 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: Continuing treatment 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must have demonstrated a major cytogenetic response to dasatinib 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% to dasatinib in the preceding 18 months 

and thereafter at 12 monthly intervals, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Applications for authorisation must be in writing and must include:(1) a completed authority prescription form; and(2) a 
completed Chronic Myeloid Leukaemia - Second and Third Line - Application Form for continuing treatment; and(3) 
demonstration of continued response to treatment as evidenced by either:(a) major cytogenetic response [see Note 
explaining definitions of response]. Where this has been supplied within the previous 12 months (or 18 months for the initial 
supply), only the date of the relevant pathology report needs to be provided; or(b) a peripheral blood level of BCR-ABL of 
less than 1% on the international scale [see Note explaining definitions of response]. Where this has been supplied within 
the previous 12 months (or 18 months for the initial supply), only the date of the relevant pathology report needs to be 
provided 

NILOTINIB Capsule 200 mg (as hydrochloride monohydrate), 120 
9171Q 

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

1 5 .. 5587.37 38.80  Tasigna [NV]   

 OLAPARIB 
Note Special Pricing Arrangements apply. 

 

Authority required 
High grade serous ovarian cancer 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The condition must be platinum sensitive, AND 
• Patient must have received at least two previous platinum-containing regimens, AND 
• Patient must have relapsed following a previous platinum-containing regimen, AND 
• Patient must be in partial or complete response to the immediately preceding platinum-based chemotherapy regimen, 
AND 
• The treatment must be the sole PBS-subsidised therapy for this condition, AND 
• The treatment must be maintenance therapy, AND 
• Patient must not have previously received PBS-subsidised treatment with this drug for this condition. 
Population criteria: 
• Patient must have evidence of a germline class 4 or 5 BRCA1 or BRCA2 gene mutation. 
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Platinum sensitivity is defined as disease progression greater than 6 months after completion of the penultimate platinum 
regimen. 
A response (complete or partial) to the platinum-based chemotherapy regimen is to be assessed using either Gynaecologic 
Cancer InterGroup (GCIG) or Response Evaluation Criteria in Solid Tumours (RECIST) guidelines. 
Evidence of a BRCA1 or BRCA2 gene mutation must be derived through germline testing. 
Authority required 
High grade serous fallopian tube cancer 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The condition must be platinum sensitive, AND 
• Patient must have received at least two previous platinum-containing regimens, AND 
• Patient must have relapsed following a previous platinum-containing regimen, AND 
• Patient must be in partial or complete response to the immediately preceding platinum-based chemotherapy regimen, 
AND 
• The treatment must be the sole PBS-subsidised therapy for this condition, AND 
• The treatment must be maintenance therapy, AND 
• Patient must not have previously received PBS-subsidised treatment with this drug for this condition. 
Population criteria: 
• Patient must have evidence of a germline class 4 or 5 BRCA1 or BRCA2 gene mutation. 
Platinum sensitivity is defined as disease progression greater than 6 months after completion of the penultimate platinum 
regimen. 
A response (complete or partial) to the platinum-based chemotherapy regimen is to be assessed using either Gynaecologic 
Cancer InterGroup (GCIG) or Response Evaluation Criteria in Solid Tumours (RECIST) guidelines. 
Evidence of a BRCA1 or BRCA2 gene mutation must be derived through germline testing. 
Authority required 
High grade serous primary peritoneal cancer 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The condition must be platinum sensitive, AND 
• Patient must have received at least two previous platinum-containing regimens, AND 
• Patient must have relapsed following a previous platinum-containing regimen, AND 
• Patient must be in partial or complete response to the immediately preceding platinum-based chemotherapy regimen, 
AND 
• The treatment must be the sole PBS-subsidised therapy for this condition, AND 
• The treatment must be maintenance therapy, AND 
• Patient must not have previously received PBS-subsidised treatment with this drug for this condition. 
Population criteria: 
• Patient must have evidence of a germline class 4 or 5 BRCA1 or BRCA2 gene mutation. 
Platinum sensitivity is defined as disease progression greater than 6 months after completion of the penultimate platinum 
regimen. 
A response (complete or partial) to the platinum-based chemotherapy regimen is to be assessed using either Gynaecologic 
Cancer InterGroup (GCIG) or Response Evaluation Criteria in Solid Tumours (RECIST) guidelines. 
Evidence of a BRCA1 or BRCA2 gene mutation must be derived through germline testing. 

olaparib 50 mg capsule, 4 x 112 
11034R 

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

1 2 .. 6957.88 38.80  Lynparza [AP]   

 OLAPARIB 
Note Special Pricing Arrangements apply. 

 

Authority required (STREAMLINED) 
6715 
High grade serous ovarian cancer 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition, AND 
• The treatment must be maintenance therapy, AND 
• Patient must not have progressive disease. 
Authority required (STREAMLINED) 
6705 
High grade serous fallopian tube cancer 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition, AND 
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• The treatment must be maintenance therapy, AND 
• Patient must not have progressive disease. 
Authority required (STREAMLINED) 
6716 
High grade serous primary peritoneal cancer 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition, AND 
• The treatment must be maintenance therapy, AND 
• Patient must not have progressive disease. 

olaparib 50 mg capsule, 4 x 112 
11050N 

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

1 5 .. 6957.88 38.80  Lynparza [AP]   

 PEGINTERFERON ALFA-2A 
Caution Treatment with peginterferon alfa has been associated with depression and suicide in some patients. Patients with a history 

of suicidal ideation or depressive illness should be warned of the risks. Psychiatric status during therapy should be 
monitored. 

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 
Chronic hepatitis C infection 
Clinical criteria: 
• Patient must meet the criteria set out in the General Statement for Drugs for the Treatment of Hepatitis C, AND 
• Patient must be taking this drug as part of a regimen set out in the matrix in the General Statement for Drugs for the 

Treatment of Hepatitis C, based on the hepatitis C virus genotype, patient treatment history and cirrhotic status, AND 
• The treatment must be limited to a maximum duration of 12 weeks. 

peginterferon alfa-2a 180 microgram/0.5 mL injection, 4 x 0.5 mL syringes 
11037X 

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

1 2 .. 1404.26 38.80  Pegasys [RO]   

 SECUKINUMAB 
Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment 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).  
Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be 
forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
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treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

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

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient or patient recommencing 
treatment after a break of 5 years or more) or Initial 2, Whole body or Face, hand, foot (change or recommencement of 
treatment after a break of less than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 1, Whole body (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Whole body (change or 

recommencement of treatment after a break of less than 5 years ) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 1, Face, hand, foot (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Face, hand, foot (change or 

recommencement of treatment after a break of less than 5 years) restriction to complete 16 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist. 

secukinumab 150 mg/mL injection, 2 x 1 mL injection devices 
10494H 

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

1 2 .. 1585.75 38.80  Cosentyx [NV]   

 SECUKINUMAB 
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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
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Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

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

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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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 prebiological treatment baseline value for this Treatment Cycle. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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  
(ii) 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. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
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The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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 continuing treatment must be performed on the same affected area assessed at baseline. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

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 chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body or Face, hand, foot - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Continuing treatment, Whole body restriction to 

complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions, 
AND 
• The treatment must be as systemic monotherapy (other than methotrexate). 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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). 
Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be 
forwarded to:  
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

secukinumab 150 mg/mL injection, 2 x 1 mL injection devices 
10425Q 

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

1 5 .. 1585.75 38.80  Cosentyx [NV]   

 SECUKINUMAB 
Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 

patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

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  
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Reply Paid 9826  
HOBART TAS 7001 

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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 

60  Schedule of Pharmaceutical Benefits – February 2017   



 

(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

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

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Whole body (new patient (no prior biological agent) or patient recommencing 
treatment after a break of 5 years or more) 
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 
• Patient must not have received any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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; and 
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(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]; and 
(iii) the signed patient and prescriber acknowledgements. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Whole body (change or recommencement of treatment after a break of less 
than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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 prebiological treatment baseline value for this Treatment Cycle. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Face, hand, foot (new patient (no prior biological agent) or patient 
recommencing treatment after a break of 5 years or more) 
Clinical criteria: 
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• 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 any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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:  
(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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Face, hand, foot (change or recommencement of treatment after a break of 
less than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 3 biological agents for this 
condition within this Treatment Cycle, AND 

• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 
condition in the current Treatment Cycle, AND 

• 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: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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  
(ii) 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. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

 

secukinumab 150 mg/mL injection, 2 x 1 mL injection devices 
10910F 

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

4 .. .. *6189.98 38.80  Cosentyx [NV]   

 SODIUM CHLORIDE + POTASSIUM CHLORIDE + GLUCOSE MONOHYDRATE + CITRIC ACID 
Authority required 
Rehydration in intestinal failure 

sodium chloride 470 mg + potassium chloride 300 mg + glucose monohydrate 3.56 g + sodium acid citrate 530 
mg powder for oral liquid, 10 x 4.9 g sachets 
11049M 

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

‡30 .. .. *179.82 38.80 a Repalyte New Formulation 
[SW] 

a restore O.R.S. [EA] 

 SOY PROTEIN AND FAT FORMULA WITH VITAMINS AND MINERALS CARBOHYDRATE FREE 
Restricted benefit 
Ketogenic diet 
Clinical criteria: 
• Patient must have intractable seizures requiring treatment with a ketogenic diet; OR 
• Patient must have a glucose transport protein defect; OR 
• Patient must have pyruvate dehydrogenase deficiency; OR 
• Patient must be an infant or young child with glucose-galactose intolerance and multiple monosaccharide intolerance. 

soy protein and fat formula with vitamins and minerals carbohydrate free oral liquid, 384 mL can 
8577K 

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

120 5 .. *631.02 38.80  RCF [AB]    
NP 
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 TIOTROPIUM 
Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma 

Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.humanservices.gov.au or 
www.nationalasthma.org.au); the assessment and adherence to correct technique should be documented in the patient's 
medical records. Patients can obtain support with inhaler technique through their local Asthma Foundation (1800 645 130). 

 

Restricted benefit 
Severe asthma 
Clinical criteria: 
• Patient must have experienced at least one severe exacerbation, which has required documented use of systemic 

corticosteroids, in the previous 12 months while receiving optimised asthma therapy, despite formal assessment of and 
adherence to correct inhaler technique, which has been documented, AND 

• The treatment must be used in combination with a maintenance combination of an inhaled corticosteroid and a long 
acting beta-2 agonist. 

Optimised asthma therapy includes adherence to the maintenance combination of an inhaled corticosteroid (at least 800 
micrograms budesonide per day or equivalent) and a long acting beta-2 agonist. 

tiotropium 2.5 microgram/actuation inhalation solution, 60 actuations 
11043F 

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

‡1 5 .. 58.89 38.80  Spiriva Respimat [BY]   

 TRAMETINIB 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required (STREAMLINED) 
6778 
Unresectable Stage III or Stage IV malignant melanoma 
Treatment Phase: Initial treatment 
Clinical criteria: 
• Patient must be receiving PBS-subsidised dabrafenib concomitantly for this condition, AND 
• Patient must not have had progressive disease when treated with a BRAF inhibitor. 

trametinib 2 mg tablet, 30 
10382K 

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

1 3 .. 8760.05 38.80  Mekinist [NV]   

trametinib 500 microgram tablet, 30 
10403M 

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

3 3 .. *6606.99 38.80  Mekinist [NV]   

 TRAMETINIB 
Note A patient who has progressive disease when treated with this drug is no longer eligible for PBS-subsidised treatment with 

this drug. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required (STREAMLINED) 
6752 
Unresectable Stage III or Stage IV malignant melanoma 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously been issued with an authority prescription for this drug, AND 
• Patient must be receiving PBS-subsidised dabrafenib concomitantly for this condition, AND 
• Patient must have stable or responding disease. 

trametinib 2 mg tablet, 30 
10405P 

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

1 5 .. 8760.05 38.80  Mekinist [NV]   

trametinib 500 microgram tablet, 30 
10385N 

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

3 5 .. *6606.99 38.80  Mekinist [NV]   

 USTEKINUMAB 
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).  

 
NP 

General Pharmaceutical Benefits  65 



 

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 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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
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Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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 prebiological treatment baseline value for this Treatment Cycle. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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. 
At the time of the authority application, medical practitioners should request the appropriate number of vials, based on the 
weight of the patient, to provide sufficient for a single injection. Up to a maximum of 1 repeat will be authorised. 
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Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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  
(ii) 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. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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 continuing treatment must be performed on the same affected area assessed at baseline. 
At the time of the authority application, medical practitioners should request the appropriate number of vials, based on the 
weight of the patient, to provide sufficient for a single injection. Up to a maximum of 1 repeat will be authorised. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
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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 Continuing treatment, Whole body restriction to 

complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions, 
AND 
• The treatment must be as systemic monotherapy (other than methotrexate). 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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). 

 

ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial 
9305R 

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

1 1 .. 4380.19 38.80  Stelara [JC]   

 USTEKINUMAB 
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 

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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
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agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Whole body (new patient (no prior biological agent) or patient recommencing 
treatment after a break of 5 years or more) 
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 
• Patient must not have received any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 treatments: (i) phototherapy (UVB or PUVA) for 3 treatments per week 
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for at least 6 weeks; and/or (ii) methotrexate at a dose of at least 10 mg weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 
At the time of the authority application, medical practitioners should request the appropriate number of vials, based on the 
weight of the patient, to provide sufficient for a single injection. Up to a maximum of 2 repeats will be authorised. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Whole body (change or recommencement of treatment after a break of less 
than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 

General Pharmaceutical Benefits  71 



 

• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
At the time of the authority application, medical practitioners should request the appropriate number of vials, based on the 
weight of the patient, to provide sufficient for a single injection. Up to a maximum of 2 repeats will be authorised. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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 prebiological treatment baseline value for this Treatment Cycle. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Face, hand, foot (new patient (no prior biological agent) or patient 
recommencing treatment after a break of 5 years or more) 
Clinical criteria: 
• 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 any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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:  
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(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:  
(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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 
At the time of the authority application, medical practitioners should request the appropriate number of vials, based on the 
weight of the patient, to provide sufficient for a single injection. Up to a maximum of 2 repeats will be authorised. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Face, hand, foot (change or recommencement of treatment after a break of 
less than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 28 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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. 
At the time of the authority application, medical practitioners should request the appropriate number of vials, based on the 
weight of the patient, to provide sufficient for a single injection. Up to a maximum of 2 repeats will be authorised. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
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will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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  
(ii) 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. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient or patient recommencing 
treatment after a break of 5 years or more) or Initial 2, Whole body or Face, hand, foot (change or recommencement of 
treatment after a break of less than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 1, Whole body (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 28 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Whole body (change or 

recommencement of treatment after a break of less than 5 years) restriction to complete 28 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 1, Face, hand, foot (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 28 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Face, hand, foot (change or 

recommencement of treatment after a break of less than 5 years) restriction to complete 28 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 28 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 28 weeks of treatment 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). 

 

ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial 
9304Q 

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

1 2 .. 4380.19 38.80  Stelara [JC]   
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Highly Specialised Drugs Program 
(Private Hospital) 
 AMBRISENTAN 

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
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Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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  
Prior Written Approval of Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
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(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised therapy with this agent 
after a break in therapy and must have demonstrated a response to their most recent course of PBS-subsidised 
treatment with this agent; OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease and whose most recent course of PBS-subsidised treatment was with a 
PAH agent other than this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
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A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
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(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
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Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

ambrisentan 10 mg tablet, 30 
9649W 

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

1 .. .. 2779.67  Volibris [GK]   

ambrisentan 5 mg tablet, 30 
9648T 

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

1 .. .. 2779.67  Volibris [GK]   

 BOSENTAN 
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 

at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
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details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the TGA-approved Product Information. No repeats will be 
authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class III or IV pulmonary arterial hypertension associated with a congenital systemic-

to-pulmonary shunt (including Eisenmenger's physiology), AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
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(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the Therapeutic Goods Administration (TGA) approved 
Product Information. No repeats will be authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and must wish to re-commence PBS-subsidised therapy with this agent after a break in 
therapy and must have demonstrated a response to their most recent course of PBS-subsidised treatment with this agent; 
OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and whose most recent course of PBS-subsidised treatment was with a PAH agent other than 
this agent, AND 

82  Schedule of Pharmaceutical Benefits – February 2017   



 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the Therapeutic Goods Administration (TGA) approved 
Product Information. No repeats will be authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
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• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 
therapy for all patients) restriction to complete a maximum of six months of treatment; OR 

• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 
complete a maximum of six months of treatment, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 
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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 Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

bosentan 125 mg tablet, 60 
6430K 

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

1 .. .. 2779.67  Tracleer [AT]   

 BOSENTAN 
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 

at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
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connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the TGA-approved Product Information. No repeats will be 
authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
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• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class III or IV pulmonary arterial hypertension associated with a congenital systemic-

to-pulmonary shunt (including Eisenmenger's physiology), AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the Therapeutic Goods Administration (TGA) approved 
Product Information. No repeats will be authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 

Highly Specialised Drugs Program (Private Hospital)  87 



 

months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and must wish to re-commence PBS-subsidised therapy with this agent after a break in 
therapy and must have demonstrated a response to their most recent course of PBS-subsidised treatment with this agent; 
OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and whose most recent course of PBS-subsidised treatment was with a PAH agent other than 
this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the Therapeutic Goods Administration (TGA) approved 
Product Information. No repeats will be authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
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weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
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The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Cessation of treatment (all patients) 
Clinical criteria: 
• Patient must have received approval for initial PBS-subsidised treatment with this agent, AND 
• Patient must have not responded to prior PBS-subsidised therapy with this agent, AND 
• The treatment must be for the purpose of gradual dose reduction prior to ceasing therapy, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment. Treatment beyond 1 
month will not be approved. 
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Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

bosentan 62.5 mg tablet, 60 
6429J 

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

1 .. .. 2779.67  Tracleer [AT]   

 ELTROMBOPAG 
Note No applications for increased repeats will be authorised.  

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial treatment 1 - New patient 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have had a splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, corticosteroid therapy following the 

splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, immunoglobulin therapy following the 

splenectomy, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial 
application; 
(a) a platelet count of less than or equal to 20,000 million per L; OR 
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a 
history of significant bleeding in this platelet range. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form, 
(2) a signed patient acknowledgement, 
(3) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form, 
(4) a copy of a full blood count pathology report supporting the diagnosis of ITP, and 
(5) where the application is sought on the basis of a medical contraindication to surgery, a signed and dated letter from the 
clinician making this assessment which includes the date upon which the patient was assessed for surgery and the clinical 
grounds upon which surgery is contraindicated. 
The full blood count must be no more than 1 month old at the time of application. 
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion. 

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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).  
Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be 
forwarded to:  
Department of Human Services  
Prior Written Approval of Complex Drugs  
Reply Paid 9826  
GPO Box 9826  
HOBART TAS 7001 

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial treatment 2 - New patient 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must not have had a splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, corticosteroid therapy at a dose 

equivalent to 0.5-2 mg/kg/day of prednisone for at least 4-6 weeks, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, immunoglobulin therapy, AND 
• Patient must be unsuitable for splenectomy due to medical reasons, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
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Population criteria: 
• Patient must be an adult. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial 
application; 
(a) a platelet count of less than or equal to 20,000 million per L; OR 
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a 
history of significant bleeding in this platelet range. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form, 
(2) a signed patient acknowledgement, 
(3) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form, 
(4) a copy of a full blood count pathology report supporting the diagnosis of ITP, and 
(5) where the application is sought on the basis of a medical contraindication to surgery, a signed and dated letter from the 
clinician making this assessment which includes the date upon which the patient was assessed for surgery and the clinical 
grounds upon which surgery is contraindicated. 
The full blood count must be no more than 1 month old at the time of application. 
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion. 

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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).  
Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be 
forwarded to:  
Department of Human Services  
Prior Written Approval of Complex Drugs  
Reply Paid 9826  
GPO Box 9826  
HOBART TAS 7001 

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: First Continuing treatment or Re-initiation of interrupted treatment 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have previously received PBS-subsidised initial treatment with this drug for this condition, AND 
• Patient must have demonstrated a sustained platelet response to PBS-subsidised treatment with this drug for this 

condition under the Initial treatment restriction, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
For the purposes of this restriction, a sustained platelet response is defined as: 
(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the initial period of 
PBS-subsidised treatment with this drug, 
AND either of the following: 
(b) a platelet count greater than or equal to 50,000 million per L on at least four (4) occasions, each at least one week apart; 
OR 
(c) a platelet count greater than 30,000 million per L and which is double the baseline (pre-treatment) platelet count on at 
least four (4) occasions, each at least one week apart. 
Applications for the First continuing PBS-subsidised treatment or Re-initiation of interrupted PBS-subsidised treatment must 
be made in writing and must include: 
(1) a completed authority prescription form, and 
(2) a completed Idiopathic Thrombocytopenic Purpura Continuing PBS Authority Application - Supporting Information Form , 
and 
(3) copies of the platelet count pathology reports (unless previously provided for patients re-initiating therapy). 
The platelet count must be no more than one month old at the time of application. 
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion. 

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

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 
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Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Second or subsequent Continuing treatment 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must have demonstrated a continuing response to treatment with this drug, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
For the purpose of this restriction, a continuing response to treatment with drug is defined as: 
(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the most recent 24 
week period of PBS-subsidised treatment with this drug 
AND either of the following: 
(b) a platelet count greater than or equal to 50,000 million per L 
OR 
(c) a platelet count greater than 30,000 million per L and which is double the baseline platelet count. 
The platelet count must be no more than one month old at the time of application. 
Authority applications for second and subsequent periods of continuing therapy may be made by telephone 

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy. 
Note Authority applications for second and subsequent continuing treatment 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). 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial 1, Initial 2, First Continuing treatment or Re-initiation of interrupted treatment, and Second and 
Subsequent Continuing treatment  - balance of supply 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition, AND 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 restriction to complete 

24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 restriction to complete 

24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the First Continuing treatment or 

Re-initiation of interrupted treatment restriction to complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Second and subsequent 

Continuing treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction. 
Population criteria: 
• Patient must be an adult. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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). 

 

eltrombopag 25 mg tablet, 28 
5827Q 

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

1 5 .. 1559.02  Revolade [NV]   

eltrombopag 50 mg tablet, 28 
5828R 

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

1 5 .. 3071.02  Revolade [NV]   

 EPOPROSTENOL 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
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• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Pharmaceutical benefits that have the form epoprostenol sodium powder for I.V. infusion 1.5 mg (base) infusion 

administration set and pharmaceutical benefits that have the form epoprostenol 1.5 mg injection vial are equivalent for the 
purposes of substitution. 

Note Pharmaceutical benefits that have the form epoprostenol sodium powder for I.V. infusion 500 micrograms (base) infusion 
administration set and pharmaceutical benefits that have the form epoprostenol 500 microgram injection vial are equivalent 
for the purposes of substitution. 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
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• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised therapy with this agent 
after a break in therapy and must have demonstrated a response to their most recent course of PBS-subsidised 
treatment with this agent; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have received prior treatment with a 
PBS-subsidised PAH agent other than this agent; OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have failed to respond to a prior PBS-
subsidised PAH agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and 
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent; and 
(4) for WHO Functional Class III patients, where this is the first application for this agent, assessment details of the PBS-
subsidised PAH agent they have failed to respond to. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Pharmaceutical benefits that have the form epoprostenol sodium powder for I.V. infusion 1.5 mg (base) infusion 

administration set and pharmaceutical benefits that have the form epoprostenol 1.5 mg injection vial are equivalent for the 
purposes of substitution. 

Note Pharmaceutical benefits that have the form epoprostenol sodium powder for I.V. infusion 500 micrograms (base) infusion 
administration set and pharmaceutical benefits that have the form epoprostenol 500 microgram injection vial are equivalent 
for the purposes of substitution. 
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Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) or Initial 2 (change or re-commencement of therapy for all patients) or First 
Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
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Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

EPOPROSTENOL SODIUM Powder for I.V. infusion 1.5 mg (base) infusion administration set, 1 
5042J 

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

1 .. .. 77.57 a Flolan Kit [GK]   

EPOPROSTENOL SODIUM Powder for I.V. infusion 500 micrograms (base) infusion administration set, 1 
5036C 

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

1 .. .. 43.63 a Flolan Kit [GK]   

epoprostenol 1.5 mg injection, 1 vial 
10129D 

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

1 .. .. 77.57 a Veletri [AT]   

epoprostenol 500 microgram injection, 1 vial 
10111E 

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

1 .. .. 43.63 a Veletri [AT]   

 FILGRASTIM 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be undergoing induction or consolidation therapy for acute myeloid leukaemia. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
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• Patient must be receiving standard dose adjuvant chemotherapy for breast cancer, AND 
• Patient must have had a prior episode of febrile neutropenia; OR 
• Patient must have had a prior episode of prolonged severe neutropenia (neutrophil count of less than 1,000 million cells 

per litre), AND 
• The treatment must be used in a patient for whom there is a clinical justification for wishing to continue chemotherapy 

with the same drug combination, dosage and treatment schedule, AND 
• Patient must be anticipated to have a good response to treatment providing chemotherapy can be delivered as planned. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must must be receiving chemotherapy with fludarabine and cyclophosphamide for B-cell chronic lymphocytic 

leukaemia, AND 
• Patient must have had a prior episode of febrile neutropenia; OR 
• Patient must have had a prior episode of prolonged severe neutropenia (neutrophil count of less than 1,000 million cells 

per litre), AND 
• The treatment must be used in a patient for whom there is a clinical justification for wishing to continue chemotherapy 

with the same drug combination, dosage and treatment schedule, AND 
• Patient must be anticipated to have a good response to treatment providing chemotherapy can be delivered as planned. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving first-line chemotherapy for Hodgkin disease, AND 
• Patient must have had a prior episode of febrile neutropenia; OR 
• Patient must have had a prior episode of prolonged severe neutropenia (neutrophil count of less than 1,000 million cells 

per litre), AND 
• The treatment must be used in a patient for whom there is a clinical justification for wishing to continue chemotherapy 

with the same drug combination, dosage and treatment schedule, AND 
• Patient must be anticipated to have a good response to treatment providing chemotherapy can be delivered as planned. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving chemotherapy for myeloma, AND 
• Patient must have had a prior episode of febrile neutropenia, AND 
• The treatment must be used in a patient for whom there is a clinical justification for wishing to continue chemotherapy 

with the same drug combination, dosage and treatment schedule, AND 
• Patient must be anticipated to have a good response to treatment providing chemotherapy can be delivered as planned. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving neoadjuvant treatment with docetaxel in combination with cisplatin and fluorouracil for 

inoperable Stage III, IVa or IVb squamous cell carcinoma of the oral cavity, larynx, oropharynx or hypopharynx, AND 
• Patient must have had a prior episode of febrile neutropenia; OR 
• Patient must have had a prior episode of prolonged severe neutropenia (neutrophil count of less than 1,000 million cells 

per litre), AND 
• The treatment must be used in a patient for whom there is a clinical justification for wishing to continue chemotherapy 

with the same drug combination, dosage and treatment schedule, AND 
• Patient must be anticipated to have a good response to treatment providing chemotherapy can be delivered as planned. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving treatment with aggressive chemotherapy with the intention of achieving a cure or substantial 

remission in acute lymphoblastic leukaemia. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving treatment with aggressive chemotherapy (adjuvant chemotherapy with docetaxel in 

combination with an anthracycline and cyclophosphamide) with the intention of achieving a cure or substantial remission 
in breast cancer. 

Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving treatment with aggressive chemotherapy with the intention of achieving a cure or substantial 

remission in germ cell tumours. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
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• Patient must be receiving treatment with aggressive chemotherapy with the intention of achieving a cure or substantial 
remission in non-Hodgkin lymphoma (aggressive grades; or low grade receiving an anthracycline-containing regimen). 

Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving treatment with aggressive chemotherapy with the intention of achieving a cure or substantial 

remission in relapsed Hodgkin disease. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving treatment with aggressive chemotherapy with the intention of achieving a cure or substantial 

remission in sarcoma. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving treatment with aggressive chemotherapy (first-line chemotherapy with escalated BEACOPP) 

with the intention of achieving a cure or substantial remission in Hodgkin disease. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving treatment with aggressive chemotherapy with the intention of achieving a cure or substantial 

remission in an infant or child with central nervous system tumours. 
Authority required 
Chemotherapy-induced neutropenia 
Clinical criteria: 
• Patient must be receiving treatment with aggressive chemotherapy with the intention of achieving a cure or substantial 

remission in neuroblastoma. 
Authority required 
Mobilisation of peripheral blood progenitor cells 
Clinical criteria: 
• The treatment must be to facilitate harvest of peripheral blood progenitor cells for autologous transplantation into a 

patient with a non-myeloid malignancy who has had myeloablative or myelosuppressive therapy. 
Authority required 
Mobilisation of peripheral blood progenitor cells 
Clinical criteria: 
• The treatment must be in a normal volunteer for use in allogeneic transplantation. 
Authority required 
Assisting bone marrow transplantation 
Clinical criteria: 
• Patient must be receiving marrow-ablative chemotherapy prior to the transplantation. 
Authority required 
Assisting autologous peripheral blood progenitor cell transplantation 
Clinical criteria: 
• The treatment must be following marrow-ablative chemotherapy for non-myeloid malignancy prior to the transplantation. 
Authority required 
Severe congenital neutropenia 
Clinical criteria: 
• Patient must have an absolute neutrophil count of less than 100 million cells per litre measured on 3 occasions, with 

readings at least 2 weeks apart, AND 
• Patient must have had a bone marrow examination that has shown evidence of maturational arrest of the neutrophil 

lineage. 
Authority required 
Severe chronic neutropenia 
Clinical criteria: 
• Patient must have an absolute neutrophil count of less than 1,000 million cells per litre measured on 3 occasions, with 

readings at least 2 weeks apart; OR 
• Patient must have neutrophil dysfunction, AND 
• Patient must have experienced a life-threatening infectious episode requiring hospitalisation and treatment with 

intravenous antibiotics in the previous 12 months; OR 
• Patient must have had at least 3 recurrent clinically significant infections in the previous 12 months. 
Authority required 
Chronic cyclical neutropenia 
Clinical criteria: 
• Patient must have an absolute neutrophil count of less than 500 million cells per litre lasting for 3 days per cycle, 

measured over 3 separate cycles, AND 
• Patient must have experienced a life-threatening infectious episode requiring hospitalisation and treatment with 

intravenous antibiotics; OR 
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• Patient must have had at least 3 recurrent clinically significant infections in the previous 12 months. 
filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes 
1082Y 

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

2 11 .. *1205.46  TevaGrastim [TB]   

filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes 
6291D 

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

2 11 .. *1205.46  Neupogen [AN]   

filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes 
9693E 

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

2 11 .. *1205.46  Nivestim [PF]   

filgrastim 300 microgram/0.5 mL injection, 5 x 0.5 mL syringes 
2747N 

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

4 11 .. *1205.46  Zarzio [SZ]   

filgrastim 300 microgram/mL injection, 10 x 1 mL vials 
6126K 

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

2 11 .. *1205.46  Neupogen [AN]   

filgrastim 480 microgram/0.5 mL injection, 10 x 0.5 mL syringes 
6292E 

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

2 11 .. *1904.08  Neupogen [AN]   

filgrastim 480 microgram/0.5 mL injection, 10 x 0.5 mL syringes 
9695G 

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

2 11 .. *1904.08  Nivestim [PF]   

filgrastim 480 microgram/0.5 mL injection, 5 x 0.5 mL syringes 
2733W 

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

4 11 .. *1904.06  Zarzio [SZ]   

filgrastim 480 microgram/0.8 mL injection, 10 x 0.8 mL syringes 
1113N 

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

2 11 .. *1904.08  TevaGrastim [TB]   

filgrastim 480 microgram/1.6 mL injection, 10 x 1.6 mL vials 
6127L 

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

2 11 .. *1904.08  Neupogen [AN]   

 ILOPROST 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with this agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III drug-induced PAH, AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 

100  Schedule of Pharmaceutical Benefits – February 2017   



 

Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Special Pricing Arrangements apply. 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III drug-induced PAH and a mean right atrial pressure greater than 8 mmHg, 

as measured by right heart catheterisation (RHC); OR 
• Patient must have WHO Functional Class III drug-induced PAH with right ventricular function assessed by 

echocardiography (ECHO) where a RHC cannot be performed on clinical grounds; OR 
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• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class IV drug-induced PAH, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Special Pricing Arrangements apply. 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or drug-induced PAH and must wish to re-commence PBS-subsidised 
therapy with this agent after a break in therapy and must have demonstrated a response to their most recent course of 
PBS-subsidised treatment with this agent; OR 
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• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have received prior treatment with a 
PBS-subsidised PAH agent other than this agent; OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have failed to respond to a prior PBS-
subsidised PAH agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and 
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent; and 
(4) for WHO Functional Class III patients, where this is the first application for this agent, assessment details of the PBS-
subsidised PAH agent they have failed to respond to. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Special Pricing Arrangements apply. 

 

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
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• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 
maximum of six months of treatment; OR 

• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 
therapy for all patients) restriction to complete a maximum of six months of treatment; OR 

• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 
complete a maximum of six months of treatment, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
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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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

iloprost 20 microgram/2 mL inhalation solution, 30 x 2 mL ampoules 
6456T 

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

1 .. .. 432.26  Ventavis [BN]   

 INFLIXIMAB 
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 

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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 respond to treatment 3 times, they are deemed to have completed a Treatment 
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Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 

106  Schedule of Pharmaceutical Benefits – February 2017   



 

Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

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

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Whole body (new patient (no prior biological agent) or patient recommencing 
treatment after a break of 5 years or more) 
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 
• Patient must not have received any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 22 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may 
be authorised. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
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Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Whole body (change or recommencement of treatment after a break of less 
than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 22 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may 
be authorised. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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 prebiological treatment baseline value for this Treatment Cycle. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Face, hand, foot (new patient (no prior biological agent) or patient 
recommencing treatment after a break of 5 years or more) 
Clinical criteria: 
• 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 any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
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cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 22 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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:  
(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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may 
be authorised. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Face, hand, foot (change or recommencement of treatment after a break of 
less than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
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• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 
condition in the current Treatment Cycle, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 22 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may 
be authorised. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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  
(ii) 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. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient or patient recommencing 
treatment after a break of 5 years or more) or Initial 2, Whole body or Face, hand, foot (change or recommencement of 
treatment after a break of less than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 1, Whole body (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 22 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Whole body (change or 

recommencement of treatment after a break of less than 5 years) restriction to complete 22 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 1, Face, hand, foot (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 22 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Face, hand, foot (change or 

recommencement of treatment after a break of less than 5 years) restriction to complete 22 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 22 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 22 weeks of treatment may be requested by telephone 
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to 
Friday). 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
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Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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 prebiological treatment baseline value for this Treatment Cycle. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 2 repeats may 
be authorised. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:  
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(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  
(ii) 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. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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 continuing treatment must be performed on the same affected area assessed at baseline. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 2 repeats may 
be authorised. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

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 Continuing treatment, Whole body restriction to 

complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions, 
AND 
• The treatment must be as systemic monotherapy (other than methotrexate). 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone 
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to 
Friday). 

 

infliximab 100 mg injection, 1 vial 
9617E 

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

1 .. .. 604.86 a Inflectra [PF] a Remicade [JC] 

 LENALIDOMIDE 
Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a 

teratogenic effect of lenalidomide in humans cannot be ruled out. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Multiple myeloma 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The condition must be newly diagnosed, AND 
• The condition must be confirmed by a histological diagnosis, AND 
• Patient must be ineligible for a primary stem cell transplantation, AND 
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• Patient must not be receiving PBS subsidised bortezomib for this condition, AND 
• The treatment must be in combination with dexamethasone. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Multiple Myeloma lenalidomide Authority Application - Supporting Information Form, which includes details 
of the histological diagnosis of multiple myeloma, and ineligibility for prior stem cell transplant; and nomination of which 
disease activity parameters will be used to assess response; and 
(3) a signed patient acknowledgement. 
To enable confirmation of eligibility for treatment, current diagnostic reports of at least one of the following must be provided: 
(a) the level of serum monoclonal protein; or 
(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or 
(c) the serum level of free kappa and lambda light chains; or 
(d) bone marrow aspirate or trephine; or 
(e) if present, the size and location of lytic bone lesions (not including compression fractures); or 
(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRI or CT-
scan; or 
(g) if present, the level of hypercalcaemia, corrected for albumin concentration. 
As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients. 
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should 
be provided. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple 
myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma 
(current serum M protein less than 10 g per L) must be provided. 

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 

Note Patient must be registered in the i-access risk management program. 
 

Authority required 
Multiple myeloma 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously been authorised with a PBS prescription with this drug for the condition, AND 
• Patient must not have demonstrated progressive disease, AND 
• Patient must not be receiving PBS subsidised bortezomib for this condition, AND 
• The treatment must be in combination with dexamethasone. 
Progressive disease is defined as at least 1 of the following:  
(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or  
(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg 
per 24 hours; or  
(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase of the difference between involved 
free light chain and uninvolved free light chain; or  
(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on 
biopsy; or  
(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or  
(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by 
clinical examination or diagnostic imaging); or  
(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other 
cause). 
Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein. 
Patients receiving this drug under the PBS listing must be registered in the i-access risk management program. 

Note Authority applications for continuing treatment may be made by telephone to the Department of Human Services on 1800 
700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

Note Written applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

lenalidomide 10 mg capsule, 21 
11063G 

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

1 .. .. 5408.18  Revlimid [CJ]   
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lenalidomide 15 mg capsule, 21 
11042E 

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

1 .. .. 6299.55  Revlimid [CJ]   

lenalidomide 25 mg capsule, 21 
11055W 

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

1 .. .. 6634.51  Revlimid [CJ]   

lenalidomide 5 mg capsule, 21 
11036W 

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

1 .. .. 5169.78  Revlimid [CJ]   

 MACITENTAN 
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 

at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
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Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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  
Prior Written Approval of Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class III or IV pulmonary arterial hypertension associated with a congenital systemic-

to-pulmonary shunt (including Eisenmenger's physiology), AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
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The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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  
Prior Written Approval of Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and must wish to re-commence PBS-subsidised therapy with this agent after a break in 
therapy and must have demonstrated a response to their most recent course of PBS-subsidised treatment with this agent; 
OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and whose most recent course of PBS-subsidised treatment was with a PAH agent other than 
this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
A maximum of 5 repeats will be authorised. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
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The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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  
Prior Written Approval of Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
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Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
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Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

macitentan 10 mg tablet, 30 
10134J 

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

1 .. .. 2923.49  Opsumit [AT]   

 OMALIZUMAB 
Note Special Pricing Arrangements apply. 

 

Authority required 
Uncontrolled severe allergic asthma 
Treatment Phase: Initial treatment 
Clinical criteria: 
• Patient must have a diagnosis of asthma confirmed and documented by a paediatric respiratory physician, clinical 

immunologist, or allergist; or paediatrician or general physician experienced in the management of patients with severe 
asthma in consultation with a respiratory physician, defined by the following standard clinical features: forced expiratory 
volume (FEV1) reversibility or airway hyperresponsiveness or peak expiratory flow (PEF) variability, AND 

• Patient must have a duration of asthma of at least 1 year, AND 
• Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific 

IgE, AND 
• Patient must have total serum human immunoglobulin E greater than or equal to 30 IU/mL, AND 
• Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and 

adherence to correct inhaler technique, which has been documented, AND 
• Patient must not receive more than 28 weeks of treatment under this restriction, AND 
• Patient must be under the care of the same physician for at least 6 months. 
Population criteria: 
• Patient must be aged 6 to less than 12 years. 
Treatment criteria: 
• Must be treated by a paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician 

experienced in the management of patients with severe asthma, in consultation with a respiratory physician. 
Optimised asthma therapy includes: 
(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist 
(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast, 
cromoglycate or nedocromil may be used as an alternative; AND 
(ii) treatment with at least 2 courses of oral or IV corticosteroids (daily or alternate day maintenance treatment courses, or 3-
5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated. 
If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those 
specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent 
treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application. 
The initial IgE assessment must be no more than 12 months old at the time of application. 
The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the 
time of the application: 
(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6 
to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used), AND 
(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a 
severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral 
corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician. 
The Asthma Control Questionnaire (5 item version) or ACQ-IA assessment of the patient's response to this initial course of 
treatment, the assessment of oral corticosteroid dose, and the assessment of exacerbation rate must be made at around 22 
to 26 weeks after the first dose so that there is adequate time for a response to be demonstrated and for the application for 
continuing therapy to be processed. 
This assessment, which will be used to determine eligibility for continuing treatment, must be submitted within 4 weeks of 
the date of assessment, and no later than 2 weeks prior to the patient completing their current treatment course, to avoid an 
interruption to supply. Where a response assessment is not undertaken and submitted within this timeframe, the patient will 
be deemed to have failed to respond to treatment with omalizumab. 
A patient who fails to respond to a course of PBS-subsidised omalizumab for the treatment of uncontrolled severe allergic 
asthma will not be eligible to receive further PBS-subsidised treatment with omalizumab for this condition within 6 months of 
the date on which treatment was ceased. 
At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number 
of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses 
for the baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered 
every 2 or 4 weeks. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Paediatric Severe Allergic Asthma Initial PBS Authority Application - Supporting Information form, 
which includes the following: 
(i) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and 
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(ii) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and 
treatment); and 
(iii) acknowledgement signed by a parent or authorised guardian; and 
(c) a copy of the IgE pathology report; and 
(d) a completed Asthma Control Questionnaire (ACQ-5) or the Asthma Control Questionnaire interviewer administered 
version (ACQ-IA) calculation sheet including the date of assessment of the patient's symptoms and is endorsed with the 
prescriber's signature. 

Note The Department of Human Services website (www.humanservices.gov.au) has details of the accepted toxicities, including 
severity, which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised 
asthma therapy. 

Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com 
Note It is recommended that an application for continuing treatment is submitted at the time of the 22 to 26 week assessment, to 

ensure continuity of treatment for those patients who meet the continuation criterion for PBS-subsidised omalizumab 
treatment. 

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 

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ALLERGIC ASTHMA 
Patients are eligible to commence an 'omalizumab treatment cycle' (initial treatment course with or without continuing 
treatment course/s) if they satisfy the eligibility criteria as detailed under the initial treatment restriction. 
Once a patient has either failed to achieve or maintain a response to omalizumab, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 6 month break in PBS-subsidised omalizumab therapy before they are 
eligible to commence the next cycle. The length of a treatment break is measured from the date the most recent treatment 
with PBS-subsidised omalizumab treatment is stopped to the date of the first application for initial treatment with 
omalizumab under the 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 omalizumab therapy. 
(a) Initial treatment: 
Applications for initial treatment should be made where a patient has received no prior PBS-subsidised omalizumab 
treatment in this treatment cycle and wishes to commence such therapy. 
All applications for initial treatment for non-grandfathered patients will be limited to provide for a maximum of 28 weeks of 
therapy for omalizumab. 
(b) Grandfather patients: 
Paediatric patients who commenced treatment with omalizumab for uncontrolled severe allergic asthma prior to 1 December 
2016 and who continue to receive treatment at the time of application, may qualify for treatment under the initial 'grandfather' 
treatment restriction. A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 
weeks of treatment with omalizumab will be authorised under this restriction. Approval will be based on the criteria included 
in the grandfather restriction. Following completion of the Initial PBS-subsidised course, further applications for treatment 
with omalizumab will be assessed under the continuing treatment restriction. 
'Grandfather' arrangements will only apply for the first treatment cycle (initial treatment course with or without continuing 
treatment course/s). If a 'Grandfathered' patient recommences on second and subsequent cycles after a treatment break, 
the 'Grandfathered' patient must re-qualify for Initial treatment under the criteria that apply to a new patient. See 'Re-
commencement of treatment after a 6 month break in PBS-subsidised therapy' below for further details. 
(c) Continuing treatment: 
Following the completion of the initial treatment course with omalizumab, a patient may qualify to receive up to a further 24 
weeks of continuing treatment with omalizumab providing they have demonstrated an adequate response to treatment. The 
patient remains eligible to receive continuing omalizumab treatment in courses of up to 24 weeks providing they continue to 
sustain the response. 
(2) Baseline measurements to determine response: 
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the 
baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or ACQ-IA, systemic corticosteroid dose 
and time-adjusted exacerbation rate, submitted with the Initial authority application for omalizumab. However, prescribers 
may provide new baseline measurements when a new Initial treatment authority application is submitted and The 
Department of Human Services will assess response according to these revised baseline measurements. 
(3) Re-commencement of treatment after a 6 month break in PBS-subsidised therapy: 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised omalizumab 
therapy of at least 6 months, must re-qualify for initial treatment with respect to the indices of disease severity (systemic 
corticosteroid dose, Asthma Control Questionnaire (ACQ-5) score or ACQ-IA, and relevant exacerbation history). Patients 
must have received optimised standard therapy, at adequate doses and for the minimum period specified, immediately prior 
to the time the new baseline assessments are performed. 
(4) Monitoring of patients: 
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab 
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic 
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that 
such reactions are possible and prompt medical attention should be sought if allergic reactions occur. 

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma 
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.humanservices.gov.au or 
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www.nationalasthma.org.au); the assessment and adherence to correct technique should be documented in the patient's 
medical records. Patients can obtain support with inhaler technique through their local Asthma Foundation (1800 645 130). 

 

Authority required 
Uncontrolled severe allergic asthma 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have a documented history of severe allergic asthma, AND 
• Patient must have demonstrated or sustained an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Treatment criteria: 
• Must be treated by a paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician 

experienced in the management of patients with severe asthma, in consultation with a respiratory physician. 
An adequate response to omalizumab treatment is defined as: 
(a) a reduction in the Asthma Control Questionnaire (ACQ-5) or ACQ-IA score of at least 0.5 from baseline, OR 
(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 or ACQ-IA 
score from baseline, OR 
(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline. 
All applications for continuing treatment with omalizumab must include a measurement of response to the prior course of 
therapy. The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered 
version (ACQ-IA) assessment of the patient's response to the prior course of treatment, the assessment of systemic 
corticosteroid dose, and the assessment of time-adjusted exacerbation rate must be made at around 18 to 22 weeks after 
the first dose of PBS-subsidised omalizumab so that there is adequate time for a response to be demonstrated and for the 
application for continuing therapy to be processed. 
The first assessment should, where possible, be completed by the same physician who initiated treatment with omalizumab. 
This assessment, which will be used to determine eligibility for continuing treatment, must be submitted within 4 weeks of 
the date of assessment, and no later than 2 weeks prior to the patient completing their current treatment course, to avoid an 
interruption to supply. Where a response assessment is not undertaken and submitted within this timeframe, the patient will 
be deemed to have failed to respond to treatment with omalizumab. 
A patient who fails to respond to a course of PBS-subsidised omalizumab for the treatment of uncontrolled severe allergic 
asthma will not be eligible to receive further PBS-subsidised treatment with omalizumab for this condition within 6 months of 
the date on which treatment was ceased. 
At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats 
to provide for a continuing course of omalizumab consisting of the recommended number of doses for the baseline IgE level 
and body weight of the patient (refer to the TGA-approved Product Information), sufficient for 24 weeks of therapy. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Paediatric Severe Allergic Asthma Continuing PBS Authority Application - Supporting Information form 
which includes details of maintenance oral corticosteroid dose; and 
(c) a completed Asthma Control Questionnaire (ACQ-5) or the Asthma Control Questionnaire interviewer administered 
version (ACQ-IA) calculation sheet including the date of assessment of the patient's symptoms and is endorsed with the 
signature of the prescriber. 

Note If the same physician cannot assess the patient please call the Department of Human Services on 1800 700 270. 
Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com 
Note It is recommended that an application for continuing treatment is submitted at the time of the 18 to 22 week assessment, to 

ensure continuity of treatment for those patients who meet the continuation criterion for PBS-subsidised omalizumab 
treatment. 

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 

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ALLERGIC ASTHMA 
Patients are eligible to commence an 'omalizumab treatment cycle' (initial treatment course with or without continuing 
treatment course/s) if they satisfy the eligibility criteria as detailed under the initial treatment restriction. 
Once a patient has either failed to achieve or maintain a response to omalizumab, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 6 month break in PBS-subsidised omalizumab therapy before they are 
eligible to commence the next cycle. The length of a treatment break is measured from the date the most recent treatment 
with PBS-subsidised omalizumab treatment is stopped to the date of the first application for initial treatment with 
omalizumab under the 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 omalizumab therapy. 
(a) Initial treatment: 
Applications for initial treatment should be made where a patient has received no prior PBS-subsidised omalizumab 
treatment in this treatment cycle and wishes to commence such therapy. 
All applications for initial treatment for non-grandfathered patients will be limited to provide for a maximum of 28 weeks of 
therapy for omalizumab. 
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(b) Grandfather patients: 
Paediatric patients who commenced treatment with omalizumab for uncontrolled severe allergic asthma prior to 1 December 
2016 and who continue to receive treatment at the time of application, may qualify for treatment under the initial 'grandfather' 
treatment restriction. A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 
weeks of treatment with omalizumab will be authorised under this restriction. Approval will be based on the criteria included 
in the grandfather restriction. Following completion of the Initial PBS-subsidised course, further applications for treatment 
with omalizumab will be assessed under the continuing treatment restriction. 
'Grandfather' arrangements will only apply for the first treatment cycle (initial treatment course with or without continuing 
treatment course/s). If a 'Grandfathered' patient recommences on second and subsequent cycles after a treatment break, 
the 'Grandfathered' patient must re-qualify for Initial treatment under the criteria that apply to a new patient. See 'Re-
commencement of treatment after a 6 month break in PBS-subsidised therapy' below for further details. 
(c) Continuing treatment: 
Following the completion of the initial treatment course with omalizumab, a patient may qualify to receive up to a further 24 
weeks of continuing treatment with omalizumab providing they have demonstrated an adequate response to treatment. The 
patient remains eligible to receive continuing omalizumab treatment in courses of up to 24 weeks providing they continue to 
sustain the response. 
(2) Baseline measurements to determine response: 
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the 
baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or ACQ-IA, systemic corticosteroid dose 
and time-adjusted exacerbation rate, submitted with the Initial authority application for omalizumab. However, prescribers 
may provide new baseline measurements when a new Initial treatment authority application is submitted and The 
Department of Human Services will assess response according to these revised baseline measurements. 
(3) Re-commencement of treatment after a 6 month break in PBS-subsidised therapy: 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised omalizumab 
therapy of at least 6 months, must re-qualify for initial treatment with respect to the indices of disease severity (systemic 
corticosteroid dose, Asthma Control Questionnaire (ACQ-5) score or ACQ-IA, and relevant exacerbation history). Patients 
must have received optimised standard therapy, at adequate doses and for the minimum period specified, immediately prior 
to the time the new baseline assessments are performed. 
(4) Monitoring of patients: 
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab 
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic 
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that 
such reactions are possible and prompt medical attention should be sought if allergic reactions occur. 

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma 
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.humanservices.gov.au or 
www.nationalasthma.org.au); the assessment and adherence to correct technique should be documented in the patient's 
medical records. Patients can obtain support with inhaler technique through their local Asthma Foundation (1800 645 130). 

 

Authority required 
Uncontrolled severe allergic asthma 
Treatment Phase: Initial and continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial treatment restriction to complete 28 weeks 

treatment; OR 
• Patient must have received insufficient therapy with this drug under the Continuing treatment restriction or Grandfather 

treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 28 weeks treatment available under the Initial restriction or 

up to 24 weeks treatment available under the Continuing or Grandfather restrictions. 
Treatment criteria: 
• Must be treated by a paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician 

experienced in the management of patients with severe asthma, in consultation with a respiratory physician. 
Note Authority approval for sufficient therapy to complete a maximum of 28 weeks of treatment under the initial restriction or 24 

weeks of treatment under the continuing or grandfather restrictions 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). 
Written application for authority approval should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Uncontrolled severe allergic asthma 
Treatment Phase: Initial treatment - Grandfather patients 
Clinical criteria: 
• Patient must have previously received non-PBS-subsidised treatment with this drug for this condition prior to 1 December 

2016, AND 
• Patient must be receiving treatment with this drug for this condition at the time of application, AND 
• Patient must have had, prior to commencement of omalizumab, a diagnosis of asthma confirmed and documented by a 

paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician experienced in the 
management of patients with severe asthma, in consultation with a respiratory physician, defined by the following 
standard clinical features: forced expiratory volume (FEV1) reversibility or airway hyperresponsiveness or peak expiratory 
flow (PEF) variability, AND 

• Patient must have had a duration of asthma of at least 1 year prior to commencement of omalizumab, AND 
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• Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific 
IgE, AND 

• Patient must have failed to achieve adequate control with optimised asthma therapy prior to omalizumab therapy, despite 
formal assessment of and adherence to correct inhaler technique, which has been documented, AND 

• Patient must not receive more than 24 weeks of treatment under this restriction, AND 
• Patient must have demonstrated an adequate response to treatment, AND 
• Patient must be under the care of the same physician for at least 6 months. 
Population criteria: 
• Patient must be aged 6 to less than 12 years. 
Treatment criteria: 
• Must be treated by a paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician 

experienced in the management of patients with severe asthma, in consultation with a respiratory physician. 
Optimised asthma therapy includes: 
(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist 
(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast, 
cromoglycate or nedocromil may be used as an alternative; AND 
(ii) treatment with at least 2 courses of oral or IV corticosteroids (daily or alternate day maintenance treatment courses, or 3-
5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated. 
If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those 
specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent 
treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application. 
A review of the patient's records should be conducted to extract pre- and post-omalizumab data on symptoms, quality of life, 
medication doses, exacerbations and hospitalisations. Examples of parameters to establish response include: 
(i) a reduction in Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire Interviewer Administered (ACQ-
IA) score of at least 0.5; 
(ii) maintenance oral corticosteroid dose reduced by at least 25% from baseline; and/or 
(iii) a reduction in the number of hospitalisations or severe exacerbations requiring use of systemic corticosteroids, 
compared to the 12 months prior to commencement of omalizumab. 
The assessment of the patient's response to the initial PBS subsidised course of treatment must be made at around 18 to 22 
weeks after the first dose so that there is adequate time for a response to be demonstrated and for the application for 
continuing therapy to be processed. The same parameters used to establish response to non-PBS-subsidised therapy with 
omalizumab should be used for the assessment. 
This assessment, which will be used to determine eligibility for continuing treatment, must be submitted within 4 weeks of 
the date of assessment, and no later than 2 weeks prior to the patient completing their current treatment course, to avoid an 
interruption to supply. Where a response assessment is not undertaken and submitted within this timeframe, the patient will 
be deemed to have failed to respond to treatment with omalizumab. 
Patients will be eligible to receive continuing courses of omalizumab treatment of up to 24 weeks providing they continue to 
demonstrate an adequate response to treatment. 
Patients may qualify for PBS-subsidised treatment under this restriction once only. 
A patient who fails to respond to a course of PBS-subsidised omalizumab for the treatment of uncontrolled severe allergic 
asthma will not be eligible to receive further PBS-subsidised treatment with omalizumab for this condition within 6 months of 
the date on which treatment was ceased. 
At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats 
to provide for an initial course of omalizumab of up to 24 weeks, consisting of the recommended number of doses for the 
baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered every 
2 or 4 weeks. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Paediatric Grandfather Severe Allergic Asthma PBS Authority Application - Supporting Information Form, 
which includes the following: 
(i) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and 
(ii) details of pre- and post-omalizumab data on symptoms, quality of life, medication doses, exacerbations and 
hospitalisations; and 
(iii) acknowledgement signed by a parent or authorised guardian. 

Note The Department of Human Services website (www.humanservices.gov.au) has details of the accepted toxicities, including 
severity, which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised 
asthma therapy. 

Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com 
Note It is recommended that an application for continuing treatment is submitted at the time of the 18 to 22 week assessment, to 

ensure continuity of treatment for those patients who meet the continuation criterion for PBS-subsidised omalizumab 
treatment. 

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  
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Reply Paid 9826  
HOBART TAS 7001 

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ALLERGIC ASTHMA 
Patients are eligible to commence an 'omalizumab treatment cycle' (initial treatment course with or without continuing 
treatment course/s) if they satisfy the eligibility criteria as detailed under the initial treatment restriction. 
Once a patient has either failed to achieve or maintain a response to omalizumab, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 6 month break in PBS-subsidised omalizumab therapy before they are 
eligible to commence the next cycle. The length of a treatment break is measured from the date the most recent treatment 
with PBS-subsidised omalizumab treatment is stopped to the date of the first application for initial treatment with 
omalizumab under the 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 omalizumab therapy. 
(a) Initial treatment: 
Applications for initial treatment should be made where a patient has received no prior PBS-subsidised omalizumab 
treatment in this treatment cycle and wishes to commence such therapy. 
All applications for initial treatment for non-grandfathered patients will be limited to provide for a maximum of 28 weeks of 
therapy for omalizumab. 
(b) Grandfather patients: 
Paediatric patients who commenced treatment with omalizumab for uncontrolled severe allergic asthma prior to 1 December 
2016 and who continue to receive treatment at the time of application, may qualify for treatment under the initial 'grandfather' 
treatment restriction. A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 
weeks of treatment with omalizumab will be authorised under this restriction. Approval will be based on the criteria included 
in the grandfather restriction. Following completion of the Initial PBS-subsidised course, further applications for treatment 
with omalizumab will be assessed under the continuing treatment restriction. 
'Grandfather' arrangements will only apply for the first treatment cycle (initial treatment course with or without continuing 
treatment course/s). If a 'Grandfathered' patient recommences on second and subsequent cycles after a treatment break, 
the 'Grandfathered' patient must re-qualify for Initial treatment under the criteria that apply to a new patient. See 'Re-
commencement of treatment after a 6 month break in PBS-subsidised therapy' below for further details. 
(c) Continuing treatment: 
Following the completion of the initial treatment course with omalizumab, a patient may qualify to receive up to a further 24 
weeks of continuing treatment with omalizumab providing they have demonstrated an adequate response to treatment. The 
patient remains eligible to receive continuing omalizumab treatment in courses of up to 24 weeks providing they continue to 
sustain the response. 
(2) Baseline measurements to determine response: 
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the 
baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or ACQ-IA, systemic corticosteroid dose 
and time-adjusted exacerbation rate, submitted with the Initial authority application for omalizumab. However, prescribers 
may provide new baseline measurements when a new Initial treatment authority application is submitted and The 
Department of Human Services will assess response according to these revised baseline measurements. 
(3) Re-commencement of treatment after a 6 month break in PBS-subsidised therapy: 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised omalizumab 
therapy of at least 6 months, must re-qualify for initial treatment with respect to the indices of disease severity (systemic 
corticosteroid dose, Asthma Control Questionnaire (ACQ-5) score or ACQ-IA, and relevant exacerbation history). Patients 
must have received optimised standard therapy, at adequate doses and for the minimum period specified, immediately prior 
to the time the new baseline assessments are performed. 
(4) Monitoring of patients: 
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab 
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic 
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that 
such reactions are possible and prompt medical attention should be sought if allergic reactions occur. 

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma 
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.humanservices.gov.au or 
www.nationalasthma.org.au); the assessment and adherence to correct technique should be documented in the patient's 
medical records. Patients can obtain support with inhaler technique through their local Asthma Foundation (1800 645 130). 

 

omalizumab 150 mg/mL injection, 1 mL syringe 
10968G 

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

1 .. .. 433.42  Xolair [NV]   

omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe 
10956P 

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

1 .. .. 220.22  Xolair [NV]   

 PEGINTERFERON ALFA-2A 
Caution Treatment with peginterferon alfa has been associated with depression and suicide in some patients. Patients with a history 

of suicidal ideation or depressive illness should be warned of the risks. Psychiatric status during therapy should be 
monitored. 

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 
Chronic hepatitis C infection 
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Clinical criteria: 
• Patient must meet the criteria set out in the General Statement for Drugs for the Treatment of Hepatitis C, AND 
• Patient must be taking this drug as part of a regimen set out in the matrix in the General Statement for Drugs for the 

Treatment of Hepatitis C, based on the hepatitis C virus genotype, patient treatment history and cirrhotic status, AND 
• The treatment must be limited to a maximum duration of 12 weeks. 

peginterferon alfa-2a 180 microgram/0.5 mL injection, 4 x 0.5 mL syringes 
11044G 

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

1 2 .. 1329.74  Pegasys [RO]   

 RIOCIGUAT 
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 

at least 1 month following cessation of therapy, as recommended by the TGA-approved Product Information. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: (1) completed authority prescription forms sufficient for 
dose titration; and (2) a completed Pulmonary Arterial Hypertension Initial PBS Authority Application - Supporting 
Information form which includes results from the three tests below, where available: (i) RHC composite assessment; and (ii) 
ECHO composite assessment; and (iii) 6 Minute Walk Test (6MWT); and (3) a signed patient acknowledgement. Idiopathic 
pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary arterial 
hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to connective tissue 
disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-to-pulmonary 
shunt (including Eisenmenger's physiology) are defined as follows: (i) mean pulmonary artery pressure (mPAP) greater than 
25 mmHg at rest and pulmonary artery wedge pressure (PAWP) less than 15 mmHg; or (ii) where a right heart catheter 
(RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), assessed by echocardiography 
(ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 

Highly Specialised Drugs Program (Private Hospital)  125 



 

For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for prescriptions for dose titration will provide sufficient quantity for dose titrations by 0.5 mg increments at 2-week 
intervals to achieve up to a maximum of 2.5 mg three times daily based on the dosage recommendations for initiation of 
treatment in the TGA-approved Product Information. No repeats will be authorised for these prescriptions. 
Approvals for subsequent authority prescription will be limited to 1 month of treatment, with the quantity approved based on 
the dosage recommendations in the TGA-approved Product Information, and a maximum of 4 repeats. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class III or IV pulmonary arterial hypertension associated with a congenital systemic-

to-pulmonary shunt (including Eisenmenger's physiology), AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: (1) completed authority prescription forms sufficient for 
dose titration; and (2) a completed Pulmonary Arterial Hypertension Initial PBS Authority Application - Supporting 
Information form which includes results from the three tests below, where available: (i) RHC composite assessment; and (ii) 
ECHO composite assessment; and (iii) 6 Minute Walk Test (6MWT); and (3) a signed patient acknowledgement. Idiopathic 
pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary arterial 
hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to connective tissue 
disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-to-pulmonary 
shunt (including Eisenmenger's physiology) are defined as follows: (i) mean pulmonary artery pressure (mPAP) greater than 
25 mmHg at rest and pulmonary artery wedge pressure (PAWP) less than 15 mmHg; or (ii) where a right heart catheter 
(RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), assessed by echocardiography 
(ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
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(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Approvals for prescriptions for dose titration will provide sufficient quantity for dose titrations by 0.5 mg increments at 2-week 
intervals to achieve up to a maximum of 2.5 mg three times daily based on the dosage recommendations for initiation of 
treatment in the TGA-approved Product Information. No repeats will be authorised for these prescriptions. 
Approvals for subsequent authority prescription will be limited to 1 month of treatment, with the quantity approved based on 
the dosage recommendations in the TGA-approved Product Information, and a maximum of 4 repeats. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and must wish to re-commence PBS-subsidised therapy with this agent after a break in 
therapy and must have demonstrated a response to their most recent course of PBS-subsidised treatment with this agent; 
OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and whose most recent course of PBS-subsidised treatment was with a PAH agent other than 
this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: (1) completed authority prescription forms sufficient for 
dose titration; and  (2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information 
form; and (3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. Where 
fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular test(s) 
could not be conducted must be provided with the authority application. The test results provided must not be more than 2 
months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for prescriptions for dose titration will provide sufficient quantity for dose titrations by 0.5 mg increments at 2-week 
intervals to achieve up to a maximum of 2.5 mg three times daily based on the dosage recommendations for initiation of 
treatment in the TGA-approved Product Information. No repeats will be authorised for these prescriptions. 
Approvals for subsequent authority prescription will be limited to 1 month of treatment, with the quantity approved based on 
the dosage recommendations in the TGA-approved Product Information, and a maximum of 4 repeats. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
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Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made by telephone by contacting the Department of Human 

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

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
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same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made two weeks prior to the completion of the 
Initial 6 month treatment course to ensure continuity for those patients who respond to treatment, as assessed by the 
treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 4 (Grandfathered patients) 
Clinical criteria: 
• Patient must have previously received treatment with this drug for this condition prior to 1 February 2017, AND 
• Patient must be receiving treatment with this drug at the time of application, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have a documented history of WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or 

anorexigen-induced PAH or hereditable PAH; OR 
• Patient must have a documented history of WHO Functional Class III pulmonary arterial hypertension secondary to 

connective tissue disease, AND 
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• Patient must have a documented history of a mean right atrial pressure of 8 mmHg or less as measured by right heart 
catheterisation (RHC); OR 

• Patient must have a documented history of right ventricular function assessed by echocardiography (ECHO) where a 
RHC cannot be performed on clinical grounds, AND 

• Patient must have a documented history of failure to respond to 6 or more weeks of appropriate vasodilator treatment 
unless intolerance or a contraindication to such treatment exists, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: The first written application for PBS-
subsidised treatment should be accompanied by the results of a right heart catheter (RHC) composite assessment plus an 
echocardiograph (ECHO) composite assessment, plus a 6 minute walk test (6MWT) to establish the patient's baseline 
measurements. The test results provided must not be more than 2 months old at the time of application.Where it is not 
possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test combination, in 
descending order, for the purposes of initiation of PBS-subsidised treatment: (1) RHC plus ECHO composite 
assessments;(2) RHC composite assessment plus 6MWT; (3) RHC composite assessment only. In circumstances where a 
RHC cannot be performed on clinical grounds, applications may be submitted for consideration based on the results of the 
following test combinations, which are listed in descending order of preference: (1) ECHO composite assessment plus 
6MWT; (2) ECHO composite assessment only. Where fewer than 3 tests are able to be performed on clinical grounds, a 
patient specific reason outlining why the particular test(s) could not be conducted must be provided with the authority 
application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approval for authority prescriptions will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 5 repeats. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
A patient 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. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
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Note No applications for increased repeats will be authorised.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 5 (Grandfathered patients) 
Clinical criteria: 
• Patient must have previously received treatment with this drug for this condition prior to 1 February 2017, AND 
• Patient must be receiving treatment with this drug at the time of application, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have a documented history of WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), 

or anorexigen-induced PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured 
by right heart catheterisation (RHC); OR 

• Patient must have a documented history of WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), 
or anorexigen-induced PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) 
where a RHC cannot be performed on clinical grounds; OR 

• Patient must have a documented history of WHO Functional Class III pulmonary arterial hypertension secondary to 
connective tissue disease and a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have a documented history of WHO Functional Class III pulmonary arterial hypertension secondary to 
connective tissue disease with right ventricular function assessed by ECHO where a RHC cannot be performed on 
clinical grounds; OR 

• Patient must have a documented history of WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), 
or anorexigen-induced PAH or hereditable PAH; OR 

• Patient must have a documented history of WHO Functional Class IV pulmonary arterial hypertension secondary to 
connective tissue disease; OR 

• Patient must have a documented history of WHO Functional Class III or IV pulmonary arterial hypertension associated 
with a congenital systemic-to-pulmonary shunt (including Eisenmenger's physiology), AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: The first written application for PBS-
subsidised treatment should be accompanied by the results of a right heart catheter (RHC) composite assessment plus an 
echocardiograph (ECHO) composite assessment, plus a 6 minute walk test (6MWT) to establish the patient's baseline 
measurements. The test results provided must not be more than 2 months old at the time of application.Where it is not 
possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test combination, in 
descending order, for the purposes of initiation of PBS-subsidised treatment: (1) RHC plus ECHO composite 
assessments;(2) RHC composite assessment plus 6MWT; (3) RHC composite assessment only. In circumstances where a 
RHC cannot be performed on clinical grounds, applications may be submitted for consideration based on the results of the 
following test combinations, which are listed in descending order of preference: (1) ECHO composite assessment plus 
6MWT; (2) ECHO composite assessment only. Where fewer than 3 tests are able to be performed on clinical grounds, a 
patient specific reason outlining why the particular test(s) could not be conducted must be provided with the authority 
application. 
Approval for authority prescriptions will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 5 repeats. 
A patient 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. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 
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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 Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note No applications for increased repeats will be authorised.  

 

riociguat 1 mg tablet, 42 
11028K 

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

1 .. .. 1764.73  Adempas [BN]   

riociguat 1 mg tablet, 84 
11060D 

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

1 .. .. 3482.44  Adempas [BN]   

riociguat 1.5 mg tablet, 42 
11046J 

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

1 .. .. 1764.73  Adempas [BN]   

riociguat 1.5 mg tablet, 84 
11061E 

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

1 .. .. 3482.44  Adempas [BN]   

riociguat 2 mg tablet, 42 
11045H 

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

1 .. .. 1764.73  Adempas [BN]   

riociguat 2 mg tablet, 84 
11030M 

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

1 .. .. 3482.44  Adempas [BN]   

riociguat 2.5 mg tablet, 42 
11052Q 

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

1 .. .. 1764.73  Adempas [BN]   

riociguat 2.5 mg tablet, 84 
11035T 

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

1 .. .. 3482.44  Adempas [BN]   

riociguat 500 microgram tablet, 42 
11031N 

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

1 .. .. 1764.73  Adempas [BN]   

riociguat 500 microgram tablet, 84 
11058B 

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

1 .. .. 3482.44  Adempas [BN]   

 ROMIPLOSTIM 
Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial treatment 1 - New patient 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have had a splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, corticosteroid therapy following the 

splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, immunoglobulin therapy following the 

splenectomy, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial 
application; 
(a) a platelet count of less than or equal to 20,000 million per L; OR 
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(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a 
history of significant bleeding in this platelet range. 
At the time of the written authority application, medical practitioners should request the appropriate quantity of vials of 
appropriate strength to provide sufficient drug for a single treatment at a dose of 1 microgram/kg. Up to 1 repeat may be 
requested with the initial written application. 
Subsequently during the initial period of dose titration, authority applications for a single dose and up to 1 repeat may be 
requested by telephone. The dose (microgram/kg/week) must be provided at the time of application. 
Once a patient's dose has been stable for a period of 4 weeks, authority approvals for sufficient vials of appropriate strength 
based on the weight of the patient and dose (microgram/kg/week) for up to 4 weeks of treatment and up to 4 repeats may be 
granted, as long as the total period of treatment authorised under this restriction does not exceed 24 weeks. 
Authority approval will not be given for doses higher than 10 micrograms/kg/week 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form, 
(2) a signed patient acknowledgement, 
(3) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form, 
(4) a copy of a full blood count pathology report supporting the diagnosis of ITP, and 
(5) where the application is sought on the basis of a medical contraindication to surgery, a signed and dated letter from the 
clinician making this assessment which includes the date upon which the patient was assessed for surgery and the clinical 
grounds upon which surgery is contraindicated. 
The full blood count must be no more than 1 month old at the time of application. 

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Any queries concerning the arrangements to prescribe this drug 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 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

Note Special Pricing Arrangements apply. 
 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial treatment 2 - New patient 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must not have had a splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, corticosteroid therapy at a dose 

equivalent to 0.5-2 mg/kg/day of prednisone for at least 4-6 weeks, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, immunoglobulin therapy, AND 
• Patient must be unsuitable for splenectomy due to medical reasons, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial 
application; 
(a) a platelet count of less than or equal to 20,000 million per L; OR 
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a 
history of significant bleeding in this platelet range. 
At the time of the written authority application, medical practitioners should request the appropriate quantity of vials of 
appropriate strength to provide sufficient drug for a single treatment at a dose of 1 microgram/kg. Up to 1 repeat may be 
requested with the initial written application. 
Subsequently during the initial period of dose titration, authority applications for a single dose and up to 1 repeat may be 
requested by telephone. The dose (microgram/kg/week) must be provided at the time of application. 
Once a patient's dose has been stable for a period of 4 weeks, authority approvals for sufficient vials of appropriate strength 
based on the weight of the patient and dose (microgram/kg/week) for up to 4 weeks of treatment and up to 4 repeats may be 
granted, as long as the total period of treatment authorised under this restriction does not exceed 24 weeks. 
Authority approval will not be given for doses higher than 10 micrograms/kg/week 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form, 
(2) a signed patient acknowledgement, 
(3) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form, 
(4) a copy of a full blood count pathology report supporting the diagnosis of ITP, and 
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(5) where the application is sought on the basis of a medical contraindication to surgery, a signed and dated letter from the 
clinician making this assessment which includes the date upon which the patient was assessed for surgery and the clinical 
grounds upon which surgery is contraindicated. 
The full blood count must be no more than 1 month old at the time of application. 

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Any queries concerning the arrangements to prescribe this drug 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 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

Note Special Pricing Arrangements apply. 
 

Authority required 
Severe thrombocytopenia 
Treatment Phase: First Continuing treatment or Re-initiation of interrupted treatment 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have previously received PBS-subsidised initial treatment with this drug for this condition, AND 
• Patient must have demonstrated a sustained platelet response to PBS-subsidised treatment with this drug for this 

condition under the Initial treatment restriction, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
For the purposes of this restriction, a sustained platelet response is defined as: 
(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the initial period of 
PBS-subsidised treatment with this drug, 
AND either of the following: 
(b) a platelet count greater than or equal to 50,000 million per L on at least four (4) occasions, each at least one week apart; 
OR 
(c) a platelet count greater than 30,000 million per L and which is double the baseline (pre-treatment) platelet count on at 
least four (4) occasions, each at least one week apart. 
The medical practitioner should request sufficient number of vials of appropriate strength based on the weight of the patient 
and dose (microgram/kg/week) to provide 4 weeks of treatment. Up to a maximum of 5 repeats may be authorised. 
Authority approval will not be given for doses higher than 10 micrograms/kg/week 
Applications for the First continuing PBS-subsidised treatment or Re-initiation of interrupted PBS-subsidised treatment must 
be made in writing and must include: 
(1) a completed authority prescription form, and 
(2) a completed Idiopathic Thrombocytopenic Purpura Continuing PBS Authority Application - Supporting Information Form , 
and 
(3) copies of the platelet count pathology reports (unless previously provided for patients re-initiating therapy). 
The platelet count must be no more than one month old at the time of application. 

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Any queries concerning the arrangements to prescribe this drug 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 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

Note Special Pricing Arrangements apply. 
 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Second or Subsequent Continuing treatment 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must have demonstrated a continuing response to treatment with this drug, AND 
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• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
For the purpose of this restriction, a continuing response to treatment with drug is defined as: 
(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the most recent 24 
week period of PBS-subsidised treatment with this drug 
AND either of the following: 
(b) a platelet count greater than or equal to 50,000 million per L 
OR 
(c) a platelet count greater than 30,000 million per L and which is double the baseline platelet count. 
The platelet count must be no more than one month old at the time of application. 
The medical practitioner should request sufficient number of vials of appropriate strength based on the weight of the patient 
and dose (microgram/kg/week) to provide 4 weeks of treatment. Up to a maximum of 5 repeats may be authorised. 
Authority approval will not be given for doses higher than 10 micrograms/kg/week 
Authority applications for second and subsequent periods of continuing therapy may be made by telephone 

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy. 
Note Authority applications for second and subsequent continuing treatment 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). 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Any queries concerning the arrangements to prescribe this drug 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 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

Note Special Pricing Arrangements apply. 
 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial 1, Initial 2, First Continuing treatment or Re-initiation of interrupted treatment, and Second and 
Subsequent Continuing treatment  - balance of supply 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition, AND 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 restriction to complete 

24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 restriction to complete 

24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the First Continuing treatment or 

Re-initiation of interrupted treatment restriction to complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Second and subsequent 

Continuing treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction. 
Population criteria: 
• Patient must be an adult. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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). 

Note No applications for increased repeats will be authorised.  
 

romiplostim 250 microgram injection, 1 vial 
9697J 

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

1 .. .. 972.80  Nplate [AN]   

romiplostim 500 microgram injection, 1 vial 
9699L 

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

1 .. .. 1904.27  Nplate [AN]   

 SILDENAFIL 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
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• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
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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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
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PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH or PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised 
therapy with this agent after a break in therapy and must have demonstrated a response to their most recent course of 
PBS-subsidised treatment with this agent; OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and whose most recent course of PBS-
subsidised treatment was with a PAH agent other than this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 
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Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
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For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

sildenafil 20 mg tablet, 90 
9605M 

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

1 .. .. 433.91 a APO-Sildenafil PHT [TX] a Revatio [PF] 
    a Sildenafil AN PHT 20 [EA] a SILDENAFIL-DRx [RZ] 
    a Sildenafil Sandoz PHT 20 [SZ]   

 TADALAFIL 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
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• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 
on clinical grounds, AND 

• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 
contraindication to such treatment exists, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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  
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Reply Paid 9826  
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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:  
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Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH or PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised 
therapy with this agent after a break in therapy and must have demonstrated a response to their most recent course of 
PBS-subsidised treatment with this agent; OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and whose most recent course of PBS-
subsidised treatment was with a PAH agent other than this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
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Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
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Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
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Highly Specialised Drugs Program 
(Public Hospital) 
 AMBRISENTAN 

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
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Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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  
Prior Written Approval of Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
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(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised therapy with this agent 
after a break in therapy and must have demonstrated a response to their most recent course of PBS-subsidised 
treatment with this agent; OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease and whose most recent course of PBS-subsidised treatment was with a 
PAH agent other than this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
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A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
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(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
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Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

ambrisentan 10 mg tablet, 30 
5608E 

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

1 .. .. 2732.65  Volibris [GK]   

ambrisentan 5 mg tablet, 30 
5607D 

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

1 .. .. 2732.65  Volibris [GK]   

 BOSENTAN 
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 

at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
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details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the TGA-approved Product Information. No repeats will be 
authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class III or IV pulmonary arterial hypertension associated with a congenital systemic-

to-pulmonary shunt (including Eisenmenger's physiology), AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
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(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the Therapeutic Goods Administration (TGA) approved 
Product Information. No repeats will be authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and must wish to re-commence PBS-subsidised therapy with this agent after a break in 
therapy and must have demonstrated a response to their most recent course of PBS-subsidised treatment with this agent; 
OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and whose most recent course of PBS-subsidised treatment was with a PAH agent other than 
this agent, AND 
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• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the Therapeutic Goods Administration (TGA) approved 
Product Information. No repeats will be authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
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• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 
therapy for all patients) restriction to complete a maximum of six months of treatment; OR 

• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 
complete a maximum of six months of treatment, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 
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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 Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

bosentan 125 mg tablet, 60 
5619R 

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

1 .. .. 2732.65  Tracleer [AT]   

 BOSENTAN 
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 

at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
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connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the TGA-approved Product Information. No repeats will be 
authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
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• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class III or IV pulmonary arterial hypertension associated with a congenital systemic-

to-pulmonary shunt (including Eisenmenger's physiology), AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the Therapeutic Goods Administration (TGA) approved 
Product Information. No repeats will be authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
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months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and must wish to re-commence PBS-subsidised therapy with this agent after a break in 
therapy and must have demonstrated a response to their most recent course of PBS-subsidised treatment with this agent; 
OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and whose most recent course of PBS-subsidised treatment was with a PAH agent other than 
this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) two completed authority prescription forms; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for the first authority prescription will be limited to 1 month of therapy with the 62.5 mg strength tablet, with the 
quantity approved based on the dosage recommendations in the Therapeutic Goods Administration (TGA) approved 
Product Information. No repeats will be authorised for this prescription. 
The second authority prescription may be written for either the 62.5 mg tablet or the 125 mg tablet strengths. Approvals for 
the second authority prescription will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.  
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Where the 62.5 mg tablet strength is required for the second authority prescription, please contact the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday) for further advice. 
The approved second authority prescription will be returned to the prescriber by the Department of Human Services two 
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weeks after the date of the approval of the first authority prescription, to allow for the uninterrupted completion of the six 
months initial treatment course. The Department of Human Services will contact prescribers prior to dispatch of the second 
authority prescription to confirm the tablet strength required for the patient. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
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The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Cessation of treatment (all patients) 
Clinical criteria: 
• Patient must have received approval for initial PBS-subsidised treatment with this agent, AND 
• Patient must have not responded to prior PBS-subsidised therapy with this agent, AND 
• The treatment must be for the purpose of gradual dose reduction prior to ceasing therapy, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment. Treatment beyond 1 
month will not be approved. 
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Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

bosentan 62.5 mg tablet, 60 
5618Q 

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

1 .. .. 2732.65  Tracleer [AT]   

 ELTROMBOPAG 
Note No applications for increased repeats will be authorised.  

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial treatment 1 - New patient 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have had a splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, corticosteroid therapy following the 

splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, immunoglobulin therapy following the 

splenectomy, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial 
application; 
(a) a platelet count of less than or equal to 20,000 million per L; OR 
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a 
history of significant bleeding in this platelet range. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form, 
(2) a signed patient acknowledgement, 
(3) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form, 
(4) a copy of a full blood count pathology report supporting the diagnosis of ITP, and 
(5) where the application is sought on the basis of a medical contraindication to surgery, a signed and dated letter from the 
clinician making this assessment which includes the date upon which the patient was assessed for surgery and the clinical 
grounds upon which surgery is contraindicated. 
The full blood count must be no more than 1 month old at the time of application. 
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion. 

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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).  
Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be 
forwarded to:  
Department of Human Services  
Prior Written Approval of Complex Drugs  
Reply Paid 9826  
GPO Box 9826  
HOBART TAS 7001 

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial treatment 2 - New patient 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must not have had a splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, corticosteroid therapy at a dose 

equivalent to 0.5-2 mg/kg/day of prednisone for at least 4-6 weeks, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, immunoglobulin therapy, AND 
• Patient must be unsuitable for splenectomy due to medical reasons, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
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Population criteria: 
• Patient must be an adult. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial 
application; 
(a) a platelet count of less than or equal to 20,000 million per L; OR 
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a 
history of significant bleeding in this platelet range. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form, 
(2) a signed patient acknowledgement, 
(3) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form, 
(4) a copy of a full blood count pathology report supporting the diagnosis of ITP, and 
(5) where the application is sought on the basis of a medical contraindication to surgery, a signed and dated letter from the 
clinician making this assessment which includes the date upon which the patient was assessed for surgery and the clinical 
grounds upon which surgery is contraindicated. 
The full blood count must be no more than 1 month old at the time of application. 
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion. 

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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).  
Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be 
forwarded to:  
Department of Human Services  
Prior Written Approval of Complex Drugs  
Reply Paid 9826  
GPO Box 9826  
HOBART TAS 7001 

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: First Continuing treatment or Re-initiation of interrupted treatment 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have previously received PBS-subsidised initial treatment with this drug for this condition, AND 
• Patient must have demonstrated a sustained platelet response to PBS-subsidised treatment with this drug for this 

condition under the Initial treatment restriction, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
For the purposes of this restriction, a sustained platelet response is defined as: 
(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the initial period of 
PBS-subsidised treatment with this drug, 
AND either of the following: 
(b) a platelet count greater than or equal to 50,000 million per L on at least four (4) occasions, each at least one week apart; 
OR 
(c) a platelet count greater than 30,000 million per L and which is double the baseline (pre-treatment) platelet count on at 
least four (4) occasions, each at least one week apart. 
Applications for the First continuing PBS-subsidised treatment or Re-initiation of interrupted PBS-subsidised treatment must 
be made in writing and must include: 
(1) a completed authority prescription form, and 
(2) a completed Idiopathic Thrombocytopenic Purpura Continuing PBS Authority Application - Supporting Information Form , 
and 
(3) copies of the platelet count pathology reports (unless previously provided for patients re-initiating therapy). 
The platelet count must be no more than one month old at the time of application. 
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion. 

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

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 
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Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Second or subsequent Continuing treatment 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must have demonstrated a continuing response to treatment with this drug, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
For the purpose of this restriction, a continuing response to treatment with drug is defined as: 
(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the most recent 24 
week period of PBS-subsidised treatment with this drug 
AND either of the following: 
(b) a platelet count greater than or equal to 50,000 million per L 
OR 
(c) a platelet count greater than 30,000 million per L and which is double the baseline platelet count. 
The platelet count must be no more than one month old at the time of application. 
Authority applications for second and subsequent periods of continuing therapy may be made by telephone 

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy. 
Note Authority applications for second and subsequent continuing treatment 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). 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial 1, Initial 2, First Continuing treatment or Re-initiation of interrupted treatment, and Second and 
Subsequent Continuing treatment  - balance of supply 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition, AND 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 restriction to complete 

24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 restriction to complete 

24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the First Continuing treatment or 

Re-initiation of interrupted treatment restriction to complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Second and subsequent 

Continuing treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction. 
Population criteria: 
• Patient must be an adult. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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). 

 

eltrombopag 25 mg tablet, 28 
5825N 

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

1 5 .. 1512.00  Revolade [NV]   

eltrombopag 50 mg tablet, 28 
5826P 

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

1 5 .. 3024.00  Revolade [NV]   

 EPOPROSTENOL 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
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• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Pharmaceutical benefits that have the form epoprostenol sodium powder for I.V. infusion 1.5 mg (base) infusion 

administration set and pharmaceutical benefits that have the form epoprostenol 1.5 mg injection vial are equivalent for the 
purposes of substitution. 

Note Pharmaceutical benefits that have the form epoprostenol sodium powder for I.V. infusion 500 micrograms (base) infusion 
administration set and pharmaceutical benefits that have the form epoprostenol 500 microgram injection vial are equivalent 
for the purposes of substitution. 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
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• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised therapy with this agent 
after a break in therapy and must have demonstrated a response to their most recent course of PBS-subsidised 
treatment with this agent; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have received prior treatment with a 
PBS-subsidised PAH agent other than this agent; OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have failed to respond to a prior PBS-
subsidised PAH agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and 
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent; and 
(4) for WHO Functional Class III patients, where this is the first application for this agent, assessment details of the PBS-
subsidised PAH agent they have failed to respond to. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Pharmaceutical benefits that have the form epoprostenol sodium powder for I.V. infusion 1.5 mg (base) infusion 

administration set and pharmaceutical benefits that have the form epoprostenol 1.5 mg injection vial are equivalent for the 
purposes of substitution. 

Note Pharmaceutical benefits that have the form epoprostenol sodium powder for I.V. infusion 500 micrograms (base) infusion 
administration set and pharmaceutical benefits that have the form epoprostenol 500 microgram injection vial are equivalent 
for the purposes of substitution. 

 

166  Schedule of Pharmaceutical Benefits – February 2017   



 

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) or Initial 2 (change or re-commencement of therapy for all patients) or First 
Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
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Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

EPOPROSTENOL SODIUM Powder for I.V. infusion 1.5 mg (base) infusion administration set, 1 
5035B 

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

1 .. .. 66.55 a Flolan Kit [GK]   

EPOPROSTENOL SODIUM Powder for I.V. infusion 500 micrograms (base) infusion administration set, 1 
5030R 

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

1 .. .. 33.28 a Flolan Kit [GK]   

epoprostenol 1.5 mg injection, 1 vial 
10117L 

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

1 .. .. 66.55 a Veletri [AT]   

epoprostenol 500 microgram injection, 1 vial 
10130E 

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

1 .. .. 33.28 a Veletri [AT]   

 ILOPROST 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with this agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III drug-induced PAH, AND 
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• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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  
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Reply Paid 9826  
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Special Pricing Arrangements apply. 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III drug-induced PAH and a mean right atrial pressure greater than 8 mmHg, 

as measured by right heart catheterisation (RHC); OR 
• Patient must have WHO Functional Class III drug-induced PAH with right ventricular function assessed by 

echocardiography (ECHO) where a RHC cannot be performed on clinical grounds; OR 
• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class IV drug-induced PAH, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

170  Schedule of Pharmaceutical Benefits – February 2017   



 

Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Special Pricing Arrangements apply. 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or drug-induced PAH and must wish to re-commence PBS-subsidised 
therapy with this agent after a break in therapy and must have demonstrated a response to their most recent course of 
PBS-subsidised treatment with this agent; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have received prior treatment with a 
PBS-subsidised PAH agent other than this agent; OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have failed to respond to a prior PBS-
subsidised PAH agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and 
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent; and 
(4) for WHO Functional Class III patients, where this is the first application for this agent, assessment details of the PBS-
subsidised PAH agent they have failed to respond to. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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  
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Reply Paid 9826  
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note Special Pricing Arrangements apply. 

 

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
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For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

iloprost 20 microgram/2 mL inhalation solution, 30 x 2 mL ampoules 
5751Q 

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

1 .. .. 408.88  Ventavis [BN]   

 INFLIXIMAB 
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 

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 
agents adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab for adult patients with severe 
chronic plaque psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to 
adalimumab, etanercept, infliximab, ixekizumab, secukinumab and ustekinumab only. 
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are deemed to have commenced a 'Biological 
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Treatment Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is 
they will not need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability 
arrangements, within a single Cycle, patients may receive long-term treatment with a biological agent as long as they 
sustain a response to therapy. 
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time. 
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent, 
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their 
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was 
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from 
this condition in respect of applications approved prior to 1 December 2007. 
Patients 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 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 agent therapy before they are eligible 
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a 
biological agent under the new Treatment Cycle. 
Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed 
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of 
treatment within that Cycle. 
Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer 
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle. 
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime. 
How to prescribe biological agents for the treatment of 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) Application for approval for initial treatment. 
Applications for a course of initial treatment should be made in the following situations: 
(i) patients who have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); 
or 
(ii) patients who wish to recommence treatment following a break of 5 years or more and commence a new treatment cycle 
(Initial 1); or 
(iii) patients who have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further 
details are under '(4) Swapping therapy' below]; or 
(iv) patients who wish to recommence treatment following a break of less than 5 years in PBS-subsidised therapy with that 
agent (Initial 2). 
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of 
treatment of adalimumab, etanercept, ixekizumab and secukinumab, 22 weeks of treatment of infliximab and 28 weeks of 
treatment of ustekinumab. 
Grandfather patients (ixekizumab only). 
Applications for patients who commenced treatment with ixekizumab for chronic plaque psoriasis prior to 1 February 2017 
may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction (Initial 
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been 
treated with a biological agent prior to PBS listing of that agent. 
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of 
treatment. Approval will be based on the criteria included in the relevant restriction. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of 
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of 
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human 
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Application for continuing treatment. 
Following the completion of an initial treatment course with a biological agent to which an adequate response has been 
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are 
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response. 
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a 
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the 
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course. 
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will 
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not 
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800 
700 270 to discuss. 
(4) Swapping therapy. 
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an 
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI 
score of greater than 15), or prior treatment requirements. 
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that agent. 
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological 
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to 
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treatment with that particular agent within the same Cycle. 
To ensure patients receive 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, applications for patients who wish to swap to an alternate biological agent should be accompanied by 
the approved authority prescription or remaining repeats for the agent being ceased. 
(5) Baseline measurements to determine response. 
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the 
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may 
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and 
subsequent response will be assessed according to this revised PASI score. 
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 treatment applications. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised 
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction 
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6 
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following 
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application. 

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

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Whole body (new patient (no prior biological agent) or patient recommencing 
treatment after a break of 5 years or more) 
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 
• Patient must not have received any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 22 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 
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At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may 
be authorised. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Whole body (change or recommencement of treatment after a break of less 
than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 22 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may 
be authorised. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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 prebiological treatment baseline value for this Treatment Cycle. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 
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Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 1, Face, hand, foot (new patient (no prior biological agent) or patient 
recommencing treatment after a break of 5 years or more) 
Clinical criteria: 
• 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 any prior PBS-subsidised treatment with a biological agent for this condition; OR 
• Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have 

previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new 
Treatment Cycle, AND 

• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii) 
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg 
per kg per day for at least 6 weeks, AND 

• Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that 
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 22 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
Where treatment with methotrexate, cyclosporin 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, cyclosporin 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. 
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:  
(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; 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]; and 
(iii) the signed patient and prescriber acknowledgements. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may 
be authorised. 

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, cyclosporin or acitretin can be found on the Department of Human 
Services website (www.humanservices.gov.au) 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Highly Specialised Drugs Program (Public Hospital)  177 



 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment – Initial 2, Face, hand, foot (change or recommencement of treatment after a break of 
less than 5 years) 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
• Patient must have received prior PBS-subsidised treatment with a biological agent 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 agents for this 

condition within this Treatment Cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this 

condition in the current Treatment Cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 22 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; 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. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may 
be authorised. 
Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this 
Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy, 
will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with 
this drug has been submitted within 1 month of cessation of treatment. 
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  
(ii) 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. 

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of 
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to 
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month 
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be 
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and 
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient or patient recommencing 
treatment after a break of 5 years or more) or Initial 2, Whole body or Face, hand, foot (change or recommencement of 
treatment after a break of less than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 1, Whole body (new patient or patient 

recommencing treatment after a break of 5 years or more) restriction to complete 22 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2, Whole body (change or 

recommencement of treatment after a break of less than 5 years) restriction to complete 22 weeks treatment; OR 
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• Patient must have received insufficient therapy with this drug under the Initial 1, Face, hand, foot (new patient or patient 
recommencing treatment after a break of 5 years or more) restriction to complete 22 weeks treatment; OR 

• Patient must have received insufficient therapy with this drug under the Initial 2, Face, hand, foot (change or 
recommencement of treatment after a break of less than 5 years) restriction to complete 22 weeks treatment, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• The treatment must provide no more than the balance of up to 22 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 22 weeks of treatment may be requested by telephone 
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to 
Friday). 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis, AND 
• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 

this condition in the current Treatment Cycle, AND 
• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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 prebiological treatment baseline value for this Treatment Cycle. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 2 repeats may 
be authorised. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
Clinical criteria: 
• Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a 

foot, AND 
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• Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for 
this condition in the current Treatment Cycle, AND 

• Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a dermatologist. 
For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, ixekizumab, secukinumab or 
ustekinumab. 
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  
(ii) 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. 
All applications for continuing treatment with this drug must include a measurement of response to the most recent course of 
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment 
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an 
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course. 
Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the following: 
(i) 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 continuing treatment must be performed on the same affected area assessed at baseline. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 2 repeats may 
be authorised. 

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of 
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to 
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a 
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the 
patient will be deemed to have failed to respond to treatment with this drug.  
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the 
Department of Human Services on 1800 700 270 to discuss. 

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this 
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment 
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent 
was approved in this Cycle and the date of the first application under the new Cycle. 

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the 
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the 
continuation criterion for PBS-subsidised treatment with this drug. 

 

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 Continuing treatment, Whole body restriction to 

complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Continuing treatment, Face, hand, foot restriction 

to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions, 
AND 
• The treatment must be as systemic monotherapy (other than methotrexate). 
Treatment criteria: 
• Must be treated by a dermatologist. 

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone 
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to 
Friday). 
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infliximab 100 mg injection, 1 vial 
5758C 

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

1 .. .. 574.85 a Inflectra [PF] a Remicade [JC] 

 LENALIDOMIDE 
Caution This drug is a category X drug and must not be given to pregnant women. If lenalidomide is taken during pregnancy, a 

teratogenic effect of lenalidomide in humans cannot be ruled out. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Multiple myeloma 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The condition must be newly diagnosed, AND 
• The condition must be confirmed by a histological diagnosis, AND 
• Patient must be ineligible for a primary stem cell transplantation, AND 
• Patient must not be receiving PBS subsidised bortezomib for this condition, AND 
• The treatment must be in combination with dexamethasone. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Multiple Myeloma lenalidomide Authority Application - Supporting Information Form, which includes details 
of the histological diagnosis of multiple myeloma, and ineligibility for prior stem cell transplant; and nomination of which 
disease activity parameters will be used to assess response; and 
(3) a signed patient acknowledgement. 
To enable confirmation of eligibility for treatment, current diagnostic reports of at least one of the following must be provided: 
(a) the level of serum monoclonal protein; or 
(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or 
(c) the serum level of free kappa and lambda light chains; or 
(d) bone marrow aspirate or trephine; or 
(e) if present, the size and location of lytic bone lesions (not including compression fractures); or 
(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRI or CT-
scan; or 
(g) if present, the level of hypercalcaemia, corrected for albumin concentration. 
As these parameters will be used to determine response, results for either (a) or (b) or (c) should be provided for all patients. 
Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g) should 
be provided. Where the prescriber plans to assess response in patients with oligo-secretory or non-secretory multiple 
myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory nature of the multiple myeloma 
(current serum M protein less than 10 g per L) must be provided. 

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 

Note Patient must be registered in the i-access risk management program. 
 

Authority required 
Multiple myeloma 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously been authorised with a PBS prescription with this drug for the condition, AND 
• Patient must not have demonstrated progressive disease, AND 
• Patient must not be receiving PBS subsidised bortezomib for this condition, AND 
• The treatment must be in combination with dexamethasone. 
Progressive disease is defined as at least 1 of the following:  
(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or  
(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg 
per 24 hours; or  
(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase of the difference between involved 
free light chain and uninvolved free light chain; or  
(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on 
biopsy; or  
(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or  
(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by 
clinical examination or diagnostic imaging); or  
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(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other 
cause). 
Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein. 
Patients receiving this drug under the PBS listing must be registered in the i-access risk management program. 

Note Authority applications for continuing treatment may be made by telephone to the Department of Human Services on 1800 
700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

Note Written applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

lenalidomide 10 mg capsule, 21 
11064H 

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

1 .. .. 5361.16  Revlimid [CJ]   

lenalidomide 15 mg capsule, 21 
11062F 

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

1 .. .. 6252.53  Revlimid [CJ]   

lenalidomide 25 mg capsule, 21 
11041D 

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

1 .. .. 6587.49  Revlimid [CJ]   

lenalidomide 5 mg capsule, 21 
11029L 

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

1 .. .. 5122.76  Revlimid [CJ]   

 MACITENTAN 
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 

at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
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Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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  
Prior Written Approval of Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class III or IV pulmonary arterial hypertension associated with a congenital systemic-

to-pulmonary shunt (including Eisenmenger's physiology), AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
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(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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  
Prior Written Approval of Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and must wish to re-commence PBS-subsidised therapy with this agent after a break in 
therapy and must have demonstrated a response to their most recent course of PBS-subsidised treatment with this agent; 
OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and whose most recent course of PBS-subsidised treatment was with a PAH agent other than 
this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
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(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
A maximum of 5 repeats will be authorised. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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  
Prior Written Approval of Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 
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Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
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• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

macitentan 10 mg tablet, 30 
10136L 

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

1 .. .. 2876.47  Opsumit [AT]   

 OMALIZUMAB 
Note Special Pricing Arrangements apply. 

 

Authority required 
Uncontrolled severe allergic asthma 
Treatment Phase: Initial treatment 
Clinical criteria: 
• Patient must have a diagnosis of asthma confirmed and documented by a paediatric respiratory physician, clinical 

immunologist, or allergist; or paediatrician or general physician experienced in the management of patients with severe 
asthma in consultation with a respiratory physician, defined by the following standard clinical features: forced expiratory 
volume (FEV1) reversibility or airway hyperresponsiveness or peak expiratory flow (PEF) variability, AND 

• Patient must have a duration of asthma of at least 1 year, AND 
• Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific 

IgE, AND 
• Patient must have total serum human immunoglobulin E greater than or equal to 30 IU/mL, AND 
• Patient must have failed to achieve adequate control with optimised asthma therapy, despite formal assessment of and 

adherence to correct inhaler technique, which has been documented, AND 
• Patient must not receive more than 28 weeks of treatment under this restriction, AND 
• Patient must be under the care of the same physician for at least 6 months. 
Population criteria: 
• Patient must be aged 6 to less than 12 years. 
Treatment criteria: 
• Must be treated by a paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician 

experienced in the management of patients with severe asthma, in consultation with a respiratory physician. 
Optimised asthma therapy includes: 
(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist 
(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast, 
cromoglycate or nedocromil may be used as an alternative; AND 
(ii) treatment with at least 2 courses of oral or IV corticosteroids (daily or alternate day maintenance treatment courses, or 3-
5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated. 
If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those 
specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent 
treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application. 
The initial IgE assessment must be no more than 12 months old at the time of application. 
The following initiation criteria indicate failure to achieve adequate control and must be demonstrated in all patients at the 
time of the application: 
(a) An Asthma Control Questionnaire (ACQ-5) score of at least 2.0, as assessed in the previous month (for children aged 6 
to 10 years it is recommended that the Interviewer Administered version - the ACQ-IA be used), AND 
(b) while receiving optimised asthma therapy in the previous 12 months, experienced at least 1 admission to hospital for a 
severe asthma exacerbation, OR 1 severe asthma exacerbation, requiring documented use of systemic corticosteroids (oral 
corticosteroids initiated or increased for at least 3 days, or parenteral corticosteroids) prescribed/supervised by a physician. 
The Asthma Control Questionnaire (5 item version) or ACQ-IA assessment of the patient's response to this initial course of 
treatment, the assessment of oral corticosteroid dose, and the assessment of exacerbation rate must be made at around 22 
to 26 weeks after the first dose so that there is adequate time for a response to be demonstrated and for the application for 
continuing therapy to be processed. 
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This assessment, which will be used to determine eligibility for continuing treatment, must be submitted within 4 weeks of 
the date of assessment, and no later than 2 weeks prior to the patient completing their current treatment course, to avoid an 
interruption to supply. Where a response assessment is not undertaken and submitted within this timeframe, the patient will 
be deemed to have failed to respond to treatment with omalizumab. 
A patient who fails to respond to a course of PBS-subsidised omalizumab for the treatment of uncontrolled severe allergic 
asthma will not be eligible to receive further PBS-subsidised treatment with omalizumab for this condition within 6 months of 
the date on which treatment was ceased. 
At the time of the authority application, medical practitioners should request the appropriate maximum quantity and number 
of repeats to provide for an initial course of omalizumab of up to 28 weeks, consisting of the recommended number of doses 
for the baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered 
every 2 or 4 weeks. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Paediatric Severe Allergic Asthma Initial PBS Authority Application - Supporting Information form, 
which includes the following: 
(i) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and 
(ii) details of severe exacerbation/s experienced in the past 12 months while receiving optimised asthma therapy (date and 
treatment); and 
(iii) acknowledgement signed by a parent or authorised guardian; and 
(c) a copy of the IgE pathology report; and 
(d) a completed Asthma Control Questionnaire (ACQ-5) or the Asthma Control Questionnaire interviewer administered 
version (ACQ-IA) calculation sheet including the date of assessment of the patient's symptoms and is endorsed with the 
prescriber's signature. 

Note The Department of Human Services website (www.humanservices.gov.au) has details of the accepted toxicities, including 
severity, which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised 
asthma therapy. 

Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com 
Note It is recommended that an application for continuing treatment is submitted at the time of the 22 to 26 week assessment, to 

ensure continuity of treatment for those patients who meet the continuation criterion for PBS-subsidised omalizumab 
treatment. 

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 

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ALLERGIC ASTHMA 
Patients are eligible to commence an 'omalizumab treatment cycle' (initial treatment course with or without continuing 
treatment course/s) if they satisfy the eligibility criteria as detailed under the initial treatment restriction. 
Once a patient has either failed to achieve or maintain a response to omalizumab, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 6 month break in PBS-subsidised omalizumab therapy before they are 
eligible to commence the next cycle. The length of a treatment break is measured from the date the most recent treatment 
with PBS-subsidised omalizumab treatment is stopped to the date of the first application for initial treatment with 
omalizumab under the 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 omalizumab therapy. 
(a) Initial treatment: 
Applications for initial treatment should be made where a patient has received no prior PBS-subsidised omalizumab 
treatment in this treatment cycle and wishes to commence such therapy. 
All applications for initial treatment for non-grandfathered patients will be limited to provide for a maximum of 28 weeks of 
therapy for omalizumab. 
(b) Grandfather patients: 
Paediatric patients who commenced treatment with omalizumab for uncontrolled severe allergic asthma prior to 1 December 
2016 and who continue to receive treatment at the time of application, may qualify for treatment under the initial 'grandfather' 
treatment restriction. A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 
weeks of treatment with omalizumab will be authorised under this restriction. Approval will be based on the criteria included 
in the grandfather restriction. Following completion of the Initial PBS-subsidised course, further applications for treatment 
with omalizumab will be assessed under the continuing treatment restriction. 
'Grandfather' arrangements will only apply for the first treatment cycle (initial treatment course with or without continuing 
treatment course/s). If a 'Grandfathered' patient recommences on second and subsequent cycles after a treatment break, 
the 'Grandfathered' patient must re-qualify for Initial treatment under the criteria that apply to a new patient. See 'Re-
commencement of treatment after a 6 month break in PBS-subsidised therapy' below for further details. 
(c) Continuing treatment: 
Following the completion of the initial treatment course with omalizumab, a patient may qualify to receive up to a further 24 
weeks of continuing treatment with omalizumab providing they have demonstrated an adequate response to treatment. The 
patient remains eligible to receive continuing omalizumab treatment in courses of up to 24 weeks providing they continue to 
sustain the response. 
(2) Baseline measurements to determine response: 
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the 
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baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or ACQ-IA, systemic corticosteroid dose 
and time-adjusted exacerbation rate, submitted with the Initial authority application for omalizumab. However, prescribers 
may provide new baseline measurements when a new Initial treatment authority application is submitted and The 
Department of Human Services will assess response according to these revised baseline measurements. 
(3) Re-commencement of treatment after a 6 month break in PBS-subsidised therapy: 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised omalizumab 
therapy of at least 6 months, must re-qualify for initial treatment with respect to the indices of disease severity (systemic 
corticosteroid dose, Asthma Control Questionnaire (ACQ-5) score or ACQ-IA, and relevant exacerbation history). Patients 
must have received optimised standard therapy, at adequate doses and for the minimum period specified, immediately prior 
to the time the new baseline assessments are performed. 
(4) Monitoring of patients: 
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab 
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic 
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that 
such reactions are possible and prompt medical attention should be sought if allergic reactions occur. 

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma 
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.humanservices.gov.au or 
www.nationalasthma.org.au); the assessment and adherence to correct technique should be documented in the patient's 
medical records. Patients can obtain support with inhaler technique through their local Asthma Foundation (1800 645 130). 

 

Authority required 
Uncontrolled severe allergic asthma 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have a documented history of severe allergic asthma, AND 
• Patient must have demonstrated or sustained an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Treatment criteria: 
• Must be treated by a paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician 

experienced in the management of patients with severe asthma, in consultation with a respiratory physician. 
An adequate response to omalizumab treatment is defined as: 
(a) a reduction in the Asthma Control Questionnaire (ACQ-5) or ACQ-IA score of at least 0.5 from baseline, OR 
(b) maintenance oral corticosteroid dose reduced by at least 25% from baseline, and no deterioration in ACQ-5 or ACQ-IA 
score from baseline, OR 
(c) a reduction in the time-adjusted exacerbation rates compared to the 12 months prior to baseline. 
All applications for continuing treatment with omalizumab must include a measurement of response to the prior course of 
therapy. The Asthma Control Questionnaire (5 item version) or Asthma Control Questionnaire interviewer administered 
version (ACQ-IA) assessment of the patient's response to the prior course of treatment, the assessment of systemic 
corticosteroid dose, and the assessment of time-adjusted exacerbation rate must be made at around 18 to 22 weeks after 
the first dose of PBS-subsidised omalizumab so that there is adequate time for a response to be demonstrated and for the 
application for continuing therapy to be processed. 
The first assessment should, where possible, be completed by the same physician who initiated treatment with omalizumab. 
This assessment, which will be used to determine eligibility for continuing treatment, must be submitted within 4 weeks of 
the date of assessment, and no later than 2 weeks prior to the patient completing their current treatment course, to avoid an 
interruption to supply. Where a response assessment is not undertaken and submitted within this timeframe, the patient will 
be deemed to have failed to respond to treatment with omalizumab. 
A patient who fails to respond to a course of PBS-subsidised omalizumab for the treatment of uncontrolled severe allergic 
asthma will not be eligible to receive further PBS-subsidised treatment with omalizumab for this condition within 6 months of 
the date on which treatment was ceased. 
At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats 
to provide for a continuing course of omalizumab consisting of the recommended number of doses for the baseline IgE level 
and body weight of the patient (refer to the TGA-approved Product Information), sufficient for 24 weeks of therapy. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Paediatric Severe Allergic Asthma Continuing PBS Authority Application - Supporting Information form 
which includes details of maintenance oral corticosteroid dose; and 
(c) a completed Asthma Control Questionnaire (ACQ-5) or the Asthma Control Questionnaire interviewer administered 
version (ACQ-IA) calculation sheet including the date of assessment of the patient's symptoms and is endorsed with the 
signature of the prescriber. 

Note If the same physician cannot assess the patient please call the Department of Human Services on 1800 700 270. 
Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com 
Note It is recommended that an application for continuing treatment is submitted at the time of the 18 to 22 week assessment, to 

ensure continuity of treatment for those patients who meet the continuation criterion for PBS-subsidised omalizumab 
treatment. 

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  
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Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ALLERGIC ASTHMA 
Patients are eligible to commence an 'omalizumab treatment cycle' (initial treatment course with or without continuing 
treatment course/s) if they satisfy the eligibility criteria as detailed under the initial treatment restriction. 
Once a patient has either failed to achieve or maintain a response to omalizumab, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 6 month break in PBS-subsidised omalizumab therapy before they are 
eligible to commence the next cycle. The length of a treatment break is measured from the date the most recent treatment 
with PBS-subsidised omalizumab treatment is stopped to the date of the first application for initial treatment with 
omalizumab under the 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 omalizumab therapy. 
(a) Initial treatment: 
Applications for initial treatment should be made where a patient has received no prior PBS-subsidised omalizumab 
treatment in this treatment cycle and wishes to commence such therapy. 
All applications for initial treatment for non-grandfathered patients will be limited to provide for a maximum of 28 weeks of 
therapy for omalizumab. 
(b) Grandfather patients: 
Paediatric patients who commenced treatment with omalizumab for uncontrolled severe allergic asthma prior to 1 December 
2016 and who continue to receive treatment at the time of application, may qualify for treatment under the initial 'grandfather' 
treatment restriction. A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 
weeks of treatment with omalizumab will be authorised under this restriction. Approval will be based on the criteria included 
in the grandfather restriction. Following completion of the Initial PBS-subsidised course, further applications for treatment 
with omalizumab will be assessed under the continuing treatment restriction. 
'Grandfather' arrangements will only apply for the first treatment cycle (initial treatment course with or without continuing 
treatment course/s). If a 'Grandfathered' patient recommences on second and subsequent cycles after a treatment break, 
the 'Grandfathered' patient must re-qualify for Initial treatment under the criteria that apply to a new patient. See 'Re-
commencement of treatment after a 6 month break in PBS-subsidised therapy' below for further details. 
(c) Continuing treatment: 
Following the completion of the initial treatment course with omalizumab, a patient may qualify to receive up to a further 24 
weeks of continuing treatment with omalizumab providing they have demonstrated an adequate response to treatment. The 
patient remains eligible to receive continuing omalizumab treatment in courses of up to 24 weeks providing they continue to 
sustain the response. 
(2) Baseline measurements to determine response: 
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the 
baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or ACQ-IA, systemic corticosteroid dose 
and time-adjusted exacerbation rate, submitted with the Initial authority application for omalizumab. However, prescribers 
may provide new baseline measurements when a new Initial treatment authority application is submitted and The 
Department of Human Services will assess response according to these revised baseline measurements. 
(3) Re-commencement of treatment after a 6 month break in PBS-subsidised therapy: 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised omalizumab 
therapy of at least 6 months, must re-qualify for initial treatment with respect to the indices of disease severity (systemic 
corticosteroid dose, Asthma Control Questionnaire (ACQ-5) score or ACQ-IA, and relevant exacerbation history). Patients 
must have received optimised standard therapy, at adequate doses and for the minimum period specified, immediately prior 
to the time the new baseline assessments are performed. 
(4) Monitoring of patients: 
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab 
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic 
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that 
such reactions are possible and prompt medical attention should be sought if allergic reactions occur. 

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma 
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.humanservices.gov.au or 
www.nationalasthma.org.au); the assessment and adherence to correct technique should be documented in the patient's 
medical records. Patients can obtain support with inhaler technique through their local Asthma Foundation (1800 645 130). 

 

Authority required 
Uncontrolled severe allergic asthma 
Treatment Phase: Initial and continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial treatment restriction to complete 28 weeks 

treatment; OR 
• Patient must have received insufficient therapy with this drug under the Continuing treatment restriction or Grandfather 

treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 28 weeks treatment available under the Initial restriction or 

up to 24 weeks treatment available under the Continuing or Grandfather restrictions. 
Treatment criteria: 
• Must be treated by a paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician 

experienced in the management of patients with severe asthma, in consultation with a respiratory physician. 
Note Authority approval for sufficient therapy to complete a maximum of 28 weeks of treatment under the initial restriction or 24 

weeks of treatment under the continuing or grandfather restrictions 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). 
Written application for authority approval should be forwarded to: 
Department of Human Services 
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Authority required 
Uncontrolled severe allergic asthma 
Treatment Phase: Initial treatment - Grandfather patients 
Clinical criteria: 
• Patient must have previously received non-PBS-subsidised treatment with this drug for this condition prior to 1 December 

2016, AND 
• Patient must be receiving treatment with this drug for this condition at the time of application, AND 
• Patient must have had, prior to commencement of omalizumab, a diagnosis of asthma confirmed and documented by a 

paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician experienced in the 
management of patients with severe asthma, in consultation with a respiratory physician, defined by the following 
standard clinical features: forced expiratory volume (FEV1) reversibility or airway hyperresponsiveness or peak expiratory 
flow (PEF) variability, AND 

• Patient must have had a duration of asthma of at least 1 year prior to commencement of omalizumab, AND 
• Patient must have past or current evidence of atopy, documented by skin prick testing or an in vitro measure of specific 

IgE, AND 
• Patient must have failed to achieve adequate control with optimised asthma therapy prior to omalizumab therapy, despite 

formal assessment of and adherence to correct inhaler technique, which has been documented, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction, AND 
• Patient must have demonstrated an adequate response to treatment, AND 
• Patient must be under the care of the same physician for at least 6 months. 
Population criteria: 
• Patient must be aged 6 to less than 12 years. 
Treatment criteria: 
• Must be treated by a paediatric respiratory physician, clinical immunologist, allergist; or paediatrician or general physician 

experienced in the management of patients with severe asthma, in consultation with a respiratory physician. 
Optimised asthma therapy includes: 
(i) Adherence to optimal inhaled therapy, including high dose inhaled corticosteroid (ICS) and long-acting beta-2 agonist 
(LABA) therapy for at least six months. If LABA therapy is contraindicated, not tolerated or not effective, montelukast, 
cromoglycate or nedocromil may be used as an alternative; AND 
(ii) treatment with at least 2 courses of oral or IV corticosteroids (daily or alternate day maintenance treatment courses, or 3-
5 day exacerbation treatment courses), in the previous 12 months, unless contraindicated or not tolerated. 
If the requirement for treatment with optimised asthma therapy cannot be met because of contraindications (including those 
specified in the relevant TGA-approved Product Information) and/or intolerances of a severity necessitating permanent 
treatment withdrawal, details of the contraindication and/or intolerance must be provided in the Authority application. 
A review of the patient's records should be conducted to extract pre- and post-omalizumab data on symptoms, quality of life, 
medication doses, exacerbations and hospitalisations. Examples of parameters to establish response include: 
(i) a reduction in Asthma Control Questionnaire (ACQ-5) or Asthma Control Questionnaire Interviewer Administered (ACQ-
IA) score of at least 0.5; 
(ii) maintenance oral corticosteroid dose reduced by at least 25% from baseline; and/or 
(iii) a reduction in the number of hospitalisations or severe exacerbations requiring use of systemic corticosteroids, 
compared to the 12 months prior to commencement of omalizumab. 
The assessment of the patient's response to the initial PBS subsidised course of treatment must be made at around 18 to 22 
weeks after the first dose so that there is adequate time for a response to be demonstrated and for the application for 
continuing therapy to be processed. The same parameters used to establish response to non-PBS-subsidised therapy with 
omalizumab should be used for the assessment. 
This assessment, which will be used to determine eligibility for continuing treatment, must be submitted within 4 weeks of 
the date of assessment, and no later than 2 weeks prior to the patient completing their current treatment course, to avoid an 
interruption to supply. Where a response assessment is not undertaken and submitted within this timeframe, the patient will 
be deemed to have failed to respond to treatment with omalizumab. 
Patients will be eligible to receive continuing courses of omalizumab treatment of up to 24 weeks providing they continue to 
demonstrate an adequate response to treatment. 
Patients may qualify for PBS-subsidised treatment under this restriction once only. 
A patient who fails to respond to a course of PBS-subsidised omalizumab for the treatment of uncontrolled severe allergic 
asthma will not be eligible to receive further PBS-subsidised treatment with omalizumab for this condition within 6 months of 
the date on which treatment was ceased. 
At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats 
to provide for an initial course of omalizumab of up to 24 weeks, consisting of the recommended number of doses for the 
baseline IgE level and body weight of the patient (refer to the TGA-approved Product Information) to be administered every 
2 or 4 weeks. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Paediatric Grandfather Severe Allergic Asthma PBS Authority Application - Supporting Information Form, 
which includes the following: 
(i) details of prior optimised asthma drug therapy (dosage, date of commencement and duration of therapy); and 
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(ii) details of pre- and post-omalizumab data on symptoms, quality of life, medication doses, exacerbations and 
hospitalisations; and 
(iii) acknowledgement signed by a parent or authorised guardian. 

Note The Department of Human Services website (www.humanservices.gov.au) has details of the accepted toxicities, including 
severity, which will be accepted for the purposes of exempting a patient from the requirement of treatment with optimised 
asthma therapy. 

Note For copies of the ACQ please contact Novartis Medical Information on 1800 671 203 or medinfo.phauno@novartis.com 
Note It is recommended that an application for continuing treatment is submitted at the time of the 18 to 22 week assessment, to 

ensure continuity of treatment for those patients who meet the continuation criterion for PBS-subsidised omalizumab 
treatment. 

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 

Note TREATMENT OF PAEDIATRIC PATIENTS WITH UNCONTROLLED SEVERE ALLERGIC ASTHMA 
Patients are eligible to commence an 'omalizumab treatment cycle' (initial treatment course with or without continuing 
treatment course/s) if they satisfy the eligibility criteria as detailed under the initial treatment restriction. 
Once a patient has either failed to achieve or maintain a response to omalizumab, they are deemed to have completed a 
treatment cycle and they must have, at a minimum, a 6 month break in PBS-subsidised omalizumab therapy before they are 
eligible to commence the next cycle. The length of a treatment break is measured from the date the most recent treatment 
with PBS-subsidised omalizumab treatment is stopped to the date of the first application for initial treatment with 
omalizumab under the 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 omalizumab therapy. 
(a) Initial treatment: 
Applications for initial treatment should be made where a patient has received no prior PBS-subsidised omalizumab 
treatment in this treatment cycle and wishes to commence such therapy. 
All applications for initial treatment for non-grandfathered patients will be limited to provide for a maximum of 28 weeks of 
therapy for omalizumab. 
(b) Grandfather patients: 
Paediatric patients who commenced treatment with omalizumab for uncontrolled severe allergic asthma prior to 1 December 
2016 and who continue to receive treatment at the time of application, may qualify for treatment under the initial 'grandfather' 
treatment restriction. A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 
weeks of treatment with omalizumab will be authorised under this restriction. Approval will be based on the criteria included 
in the grandfather restriction. Following completion of the Initial PBS-subsidised course, further applications for treatment 
with omalizumab will be assessed under the continuing treatment restriction. 
'Grandfather' arrangements will only apply for the first treatment cycle (initial treatment course with or without continuing 
treatment course/s). If a 'Grandfathered' patient recommences on second and subsequent cycles after a treatment break, 
the 'Grandfathered' patient must re-qualify for Initial treatment under the criteria that apply to a new patient. See 'Re-
commencement of treatment after a 6 month break in PBS-subsidised therapy' below for further details. 
(c) Continuing treatment: 
Following the completion of the initial treatment course with omalizumab, a patient may qualify to receive up to a further 24 
weeks of continuing treatment with omalizumab providing they have demonstrated an adequate response to treatment. The 
patient remains eligible to receive continuing omalizumab treatment in courses of up to 24 weeks providing they continue to 
sustain the response. 
(2) Baseline measurements to determine response: 
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the 
baseline measurements of the Asthma Control Questionnaire (ACQ; 5 item version) or ACQ-IA, systemic corticosteroid dose 
and time-adjusted exacerbation rate, submitted with the Initial authority application for omalizumab. However, prescribers 
may provide new baseline measurements when a new Initial treatment authority application is submitted and The 
Department of Human Services will assess response according to these revised baseline measurements. 
(3) Re-commencement of treatment after a 6 month break in PBS-subsidised therapy: 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised omalizumab 
therapy of at least 6 months, must re-qualify for initial treatment with respect to the indices of disease severity (systemic 
corticosteroid dose, Asthma Control Questionnaire (ACQ-5) score or ACQ-IA, and relevant exacerbation history). Patients 
must have received optimised standard therapy, at adequate doses and for the minimum period specified, immediately prior 
to the time the new baseline assessments are performed. 
(4) Monitoring of patients: 
Anaphylaxis and anaphylactoid reactions have been reported following first or subsequent administration of omalizumab 
(see Product Information). Patients should be monitored post-injection, and medications for the treatment of anaphylactic 
reactions should be available for immediate use following administration of omalizumab. Patients should be informed that 
such reactions are possible and prompt medical attention should be sought if allergic reactions occur. 

Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma 
Council (NAC) Information Paper for Health Professionals on Inhaler Technique (available at www.humanservices.gov.au or 
www.nationalasthma.org.au); the assessment and adherence to correct technique should be documented in the patient's 
medical records. Patients can obtain support with inhaler technique through their local Asthma Foundation (1800 645 130). 
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omalizumab 150 mg/mL injection, 1 mL syringe 
10973M 

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

1 .. .. 410.00  Xolair [NV]   

omalizumab 75 mg/0.5 mL injection, 0.5 mL syringe 
10967F 

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

1 .. .. 205.00  Xolair [NV]   

 PEGINTERFERON ALFA-2A 
Caution Treatment with peginterferon alfa has been associated with depression and suicide in some patients. Patients with a history 

of suicidal ideation or depressive illness should be warned of the risks. Psychiatric status during therapy should be 
monitored. 

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 
Chronic hepatitis C infection 
Clinical criteria: 
• Patient must meet the criteria set out in the General Statement for Drugs for the Treatment of Hepatitis C, AND 
• Patient must be taking this drug as part of a regimen set out in the matrix in the General Statement for Drugs for the 

Treatment of Hepatitis C, based on the hepatitis C virus genotype, patient treatment history and cirrhotic status, AND 
• The treatment must be limited to a maximum duration of 12 weeks. 

peginterferon alfa-2a 180 microgram/0.5 mL injection, 4 x 0.5 mL syringes 
11026H 

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

1 2 .. 1282.72  Pegasys [RO]   

 RIOCIGUAT 
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 

at least 1 month following cessation of therapy, as recommended by the TGA-approved Product Information. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: (1) completed authority prescription forms sufficient for 
dose titration; and (2) a completed Pulmonary Arterial Hypertension Initial PBS Authority Application - Supporting 
Information form which includes results from the three tests below, where available: (i) RHC composite assessment; and (ii) 
ECHO composite assessment; and (iii) 6 Minute Walk Test (6MWT); and (3) a signed patient acknowledgement. Idiopathic 
pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary arterial 
hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to connective tissue 
disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-to-pulmonary 
shunt (including Eisenmenger's physiology) are defined as follows: (i) mean pulmonary artery pressure (mPAP) greater than 
25 mmHg at rest and pulmonary artery wedge pressure (PAWP) less than 15 mmHg; or (ii) where a right heart catheter 
(RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), assessed by echocardiography 
(ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
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In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for prescriptions for dose titration will provide sufficient quantity for dose titrations by 0.5 mg increments at 2-week 
intervals to achieve up to a maximum of 2.5 mg three times daily based on the dosage recommendations for initiation of 
treatment in the TGA-approved Product Information. No repeats will be authorised for these prescriptions. 
Approvals for subsequent authority prescription will be limited to 1 month of treatment, with the quantity approved based on 
the dosage recommendations in the TGA-approved Product Information, and a maximum of 4 repeats. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds; OR 

• Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH; OR 

• Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease; OR 
• Patient must have WHO Functional Class III or IV pulmonary arterial hypertension associated with a congenital systemic-

to-pulmonary shunt (including Eisenmenger's physiology), AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: (1) completed authority prescription forms sufficient for 
dose titration; and (2) a completed Pulmonary Arterial Hypertension Initial PBS Authority Application - Supporting 
Information form which includes results from the three tests below, where available: (i) RHC composite assessment; and (ii) 
ECHO composite assessment; and (iii) 6 Minute Walk Test (6MWT); and (3) a signed patient acknowledgement. Idiopathic 
pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary arterial 
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hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to connective tissue 
disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-to-pulmonary 
shunt (including Eisenmenger's physiology) are defined as follows: (i) mean pulmonary artery pressure (mPAP) greater than 
25 mmHg at rest and pulmonary artery wedge pressure (PAWP) less than 15 mmHg; or (ii) where a right heart catheter 
(RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), assessed by echocardiography 
(ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Approvals for prescriptions for dose titration will provide sufficient quantity for dose titrations by 0.5 mg increments at 2-week 
intervals to achieve up to a maximum of 2.5 mg three times daily based on the dosage recommendations for initiation of 
treatment in the TGA-approved Product Information. No repeats will be authorised for these prescriptions. 
Approvals for subsequent authority prescription will be limited to 1 month of treatment, with the quantity approved based on 
the dosage recommendations in the TGA-approved Product Information, and a maximum of 4 repeats. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 

PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and must wish to re-commence PBS-subsidised therapy with this agent after a break in 
therapy and must have demonstrated a response to their most recent course of PBS-subsidised treatment with this agent; 
OR 

• Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease or PAH associated with a congenital systemic-to-pulmonary shunt (including 
Eisenmenger's physiology) and whose most recent course of PBS-subsidised treatment was with a PAH agent other than 
this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: (1) completed authority prescription forms sufficient for 
dose titration; and  (2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information 
form; and (3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. Where 
fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular test(s) 
could not be conducted must be provided with the authority application. The test results provided must not be more than 2 
months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
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For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approvals for prescriptions for dose titration will provide sufficient quantity for dose titrations by 0.5 mg increments at 2-week 
intervals to achieve up to a maximum of 2.5 mg three times daily based on the dosage recommendations for initiation of 
treatment in the TGA-approved Product Information. No repeats will be authorised for these prescriptions. 
Approvals for subsequent authority prescription will be limited to 1 month of treatment, with the quantity approved based on 
the dosage recommendations in the TGA-approved Product Information, and a maximum of 4 repeats. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made by telephone by contacting the Department of Human 

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

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
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(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made two weeks prior to the completion of the 
Initial 6 month treatment course to ensure continuity for those patients who respond to treatment, as assessed by the 
treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
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The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 4 (Grandfathered patients) 
Clinical criteria: 
• Patient must have previously received treatment with this drug for this condition prior to 1 February 2017, AND 
• Patient must be receiving treatment with this drug at the time of application, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have a documented history of WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or 

anorexigen-induced PAH or hereditable PAH; OR 
• Patient must have a documented history of WHO Functional Class III pulmonary arterial hypertension secondary to 

connective tissue disease, AND 
• Patient must have a documented history of a mean right atrial pressure of 8 mmHg or less as measured by right heart 

catheterisation (RHC); OR 
• Patient must have a documented history of right ventricular function assessed by echocardiography (ECHO) where a 

RHC cannot be performed on clinical grounds, AND 
• Patient must have a documented history of failure to respond to 6 or more weeks of appropriate vasodilator treatment 

unless intolerance or a contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: The first written application for PBS-
subsidised treatment should be accompanied by the results of a right heart catheter (RHC) composite assessment plus an 
echocardiograph (ECHO) composite assessment, plus a 6 minute walk test (6MWT) to establish the patient's baseline 
measurements. The test results provided must not be more than 2 months old at the time of application.Where it is not 
possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test combination, in 
descending order, for the purposes of initiation of PBS-subsidised treatment: (1) RHC plus ECHO composite 
assessments;(2) RHC composite assessment plus 6MWT; (3) RHC composite assessment only. In circumstances where a 
RHC cannot be performed on clinical grounds, applications may be submitted for consideration based on the results of the 
following test combinations, which are listed in descending order of preference: (1) ECHO composite assessment plus 
6MWT; (2) ECHO composite assessment only. Where fewer than 3 tests are able to be performed on clinical grounds, a 
patient specific reason outlining why the particular test(s) could not be conducted must be provided with the authority 
application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
Approval for authority prescriptions will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 5 repeats. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
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A patient 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. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note No applications for increased repeats will be authorised.  

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 5 (Grandfathered patients) 
Clinical criteria: 
• Patient must have previously received treatment with this drug for this condition prior to 1 February 2017, AND 
• Patient must be receiving treatment with this drug at the time of application, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have a documented history of WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), 

or anorexigen-induced PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured 
by right heart catheterisation (RHC); OR 

• Patient must have a documented history of WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), 
or anorexigen-induced PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) 
where a RHC cannot be performed on clinical grounds; OR 

• Patient must have a documented history of WHO Functional Class III pulmonary arterial hypertension secondary to 
connective tissue disease and a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have a documented history of WHO Functional Class III pulmonary arterial hypertension secondary to 
connective tissue disease with right ventricular function assessed by ECHO where a RHC cannot be performed on 
clinical grounds; OR 

• Patient must have a documented history of WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH), 
or anorexigen-induced PAH or hereditable PAH; OR 

• Patient must have a documented history of WHO Functional Class IV pulmonary arterial hypertension secondary to 
connective tissue disease; OR 

• Patient must have a documented history of WHO Functional Class III or IV pulmonary arterial hypertension associated 
with a congenital systemic-to-pulmonary shunt (including Eisenmenger's physiology), AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: The first written application for PBS-
subsidised treatment should be accompanied by the results of a right heart catheter (RHC) composite assessment plus an 
echocardiograph (ECHO) composite assessment, plus a 6 minute walk test (6MWT) to establish the patient's baseline 
measurements. The test results provided must not be more than 2 months old at the time of application.Where it is not 
possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test combination, in 
descending order, for the purposes of initiation of PBS-subsidised treatment: (1) RHC plus ECHO composite 
assessments;(2) RHC composite assessment plus 6MWT; (3) RHC composite assessment only. In circumstances where a 
RHC cannot be performed on clinical grounds, applications may be submitted for consideration based on the results of the 
following test combinations, which are listed in descending order of preference: (1) ECHO composite assessment plus 
6MWT; (2) ECHO composite assessment only. Where fewer than 3 tests are able to be performed on clinical grounds, a 
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patient specific reason outlining why the particular test(s) could not be conducted must be provided with the authority 
application. 
Approval for authority prescriptions will be limited to 1 month of treatment, with the quantity approved based on the dosage 
recommendations in the TGA-approved Product Information, and a maximum of 5 repeats. 
A patient 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. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
Note No applications for increased repeats will be authorised.  

 

riociguat 1 mg tablet, 42 
11054T 

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

1 .. .. 1717.71  Adempas [BN]   

riociguat 1 mg tablet, 84 
11053R 

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

1 .. .. 3435.42  Adempas [BN]   

riociguat 1.5 mg tablet, 42 
11047K 

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

1 .. .. 1717.71  Adempas [BN]   

riociguat 1.5 mg tablet, 84 
11048L 

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

1 .. .. 3435.42  Adempas [BN]   

riociguat 2 mg tablet, 42 
11038Y 

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

1 .. .. 1717.71  Adempas [BN]   

riociguat 2 mg tablet, 84 
11039B 

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

1 .. .. 3435.42  Adempas [BN]   

riociguat 2.5 mg tablet, 42 
11057Y 

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

1 .. .. 1717.71  Adempas [BN]   

riociguat 2.5 mg tablet, 84 
11024F 

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

1 .. .. 3435.42  Adempas [BN]   

riociguat 500 microgram tablet, 42 
11040C 

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

1 .. .. 1717.71  Adempas [BN]   

riociguat 500 microgram tablet, 84 
11059C 

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

1 .. .. 3435.42  Adempas [BN]   
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 ROMIPLOSTIM 
Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial treatment 1 - New patient 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have had a splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, corticosteroid therapy following the 

splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, immunoglobulin therapy following the 

splenectomy, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial 
application; 
(a) a platelet count of less than or equal to 20,000 million per L; OR 
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a 
history of significant bleeding in this platelet range. 
At the time of the written authority application, medical practitioners should request the appropriate quantity of vials of 
appropriate strength to provide sufficient drug for a single treatment at a dose of 1 microgram/kg. Up to 1 repeat may be 
requested with the initial written application. 
Subsequently during the initial period of dose titration, authority applications for a single dose and up to 1 repeat may be 
requested by telephone. The dose (microgram/kg/week) must be provided at the time of application. 
Once a patient's dose has been stable for a period of 4 weeks, authority approvals for sufficient vials of appropriate strength 
based on the weight of the patient and dose (microgram/kg/week) for up to 4 weeks of treatment and up to 4 repeats may be 
granted, as long as the total period of treatment authorised under this restriction does not exceed 24 weeks. 
Authority approval will not be given for doses higher than 10 micrograms/kg/week 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form, 
(2) a signed patient acknowledgement, 
(3) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form, 
(4) a copy of a full blood count pathology report supporting the diagnosis of ITP, and 
(5) where the application is sought on the basis of a medical contraindication to surgery, a signed and dated letter from the 
clinician making this assessment which includes the date upon which the patient was assessed for surgery and the clinical 
grounds upon which surgery is contraindicated. 
The full blood count must be no more than 1 month old at the time of application. 

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Any queries concerning the arrangements to prescribe this drug 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 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

Note Special Pricing Arrangements apply. 
 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial treatment 2 - New patient 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must not have had a splenectomy, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, corticosteroid therapy at a dose 

equivalent to 0.5-2 mg/kg/day of prednisone for at least 4-6 weeks, AND 
• Patient must have failed to acheive an adequate response to, or be intolerant to, immunoglobulin therapy, AND 
• Patient must be unsuitable for splenectomy due to medical reasons, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial 
application; 
(a) a platelet count of less than or equal to 20,000 million per L; OR 
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(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a 
history of significant bleeding in this platelet range. 
At the time of the written authority application, medical practitioners should request the appropriate quantity of vials of 
appropriate strength to provide sufficient drug for a single treatment at a dose of 1 microgram/kg. Up to 1 repeat may be 
requested with the initial written application. 
Subsequently during the initial period of dose titration, authority applications for a single dose and up to 1 repeat may be 
requested by telephone. The dose (microgram/kg/week) must be provided at the time of application. 
Once a patient's dose has been stable for a period of 4 weeks, authority approvals for sufficient vials of appropriate strength 
based on the weight of the patient and dose (microgram/kg/week) for up to 4 weeks of treatment and up to 4 repeats may be 
granted, as long as the total period of treatment authorised under this restriction does not exceed 24 weeks. 
Authority approval will not be given for doses higher than 10 micrograms/kg/week 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form, 
(2) a signed patient acknowledgement, 
(3) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form, 
(4) a copy of a full blood count pathology report supporting the diagnosis of ITP, and 
(5) where the application is sought on the basis of a medical contraindication to surgery, a signed and dated letter from the 
clinician making this assessment which includes the date upon which the patient was assessed for surgery and the clinical 
grounds upon which surgery is contraindicated. 
The full blood count must be no more than 1 month old at the time of application. 

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Any queries concerning the arrangements to prescribe this drug 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 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

Note Special Pricing Arrangements apply. 
 

Authority required 
Severe thrombocytopenia 
Treatment Phase: First Continuing treatment or Re-initiation of interrupted treatment 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have previously received PBS-subsidised initial treatment with this drug for this condition, AND 
• Patient must have demonstrated a sustained platelet response to PBS-subsidised treatment with this drug for this 

condition under the Initial treatment restriction, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
For the purposes of this restriction, a sustained platelet response is defined as: 
(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the initial period of 
PBS-subsidised treatment with this drug, 
AND either of the following: 
(b) a platelet count greater than or equal to 50,000 million per L on at least four (4) occasions, each at least one week apart; 
OR 
(c) a platelet count greater than 30,000 million per L and which is double the baseline (pre-treatment) platelet count on at 
least four (4) occasions, each at least one week apart. 
The medical practitioner should request sufficient number of vials of appropriate strength based on the weight of the patient 
and dose (microgram/kg/week) to provide 4 weeks of treatment. Up to a maximum of 5 repeats may be authorised. 
Authority approval will not be given for doses higher than 10 micrograms/kg/week 
Applications for the First continuing PBS-subsidised treatment or Re-initiation of interrupted PBS-subsidised treatment must 
be made in writing and must include: 
(1) a completed authority prescription form, and 
(2) a completed Idiopathic Thrombocytopenic Purpura Continuing PBS Authority Application - Supporting Information Form , 
and 
(3) copies of the platelet count pathology reports (unless previously provided for patients re-initiating therapy). 
The platelet count must be no more than one month old at the time of application. 

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy. 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 
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Note Any queries concerning the arrangements to prescribe this drug 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 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

Note Special Pricing Arrangements apply. 
 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Second or Subsequent Continuing treatment 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must have demonstrated a continuing response to treatment with this drug, AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition. 
Population criteria: 
• Patient must be an adult. 
For the purpose of this restriction, a continuing response to treatment with drug is defined as: 
(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the most recent 24 
week period of PBS-subsidised treatment with this drug 
AND either of the following: 
(b) a platelet count greater than or equal to 50,000 million per L 
OR 
(c) a platelet count greater than 30,000 million per L and which is double the baseline platelet count. 
The platelet count must be no more than one month old at the time of application. 
The medical practitioner should request sufficient number of vials of appropriate strength based on the weight of the patient 
and dose (microgram/kg/week) to provide 4 weeks of treatment. Up to a maximum of 5 repeats may be authorised. 
Authority approval will not be given for doses higher than 10 micrograms/kg/week 
Authority applications for second and subsequent periods of continuing therapy may be made by telephone 

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy. 
Note Authority applications for second and subsequent continuing treatment 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). 
Note Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Patients who fail 

to demonstrate a response to treatment with eltrombopag and/or romiplostim under the initial restriction will not be eligible to 
receive further PBS-subsidised treatment with either of these drugs. 

Note Any queries concerning the arrangements to prescribe this drug 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 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

Note Special Pricing Arrangements apply. 
 

Authority required 
Severe thrombocytopenia 
Treatment Phase: Initial 1, Initial 2, First Continuing treatment or Re-initiation of interrupted treatment, and Second and 
Subsequent Continuing treatment  - balance of supply 
Clinical criteria: 
• The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND 
• The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition, AND 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 restriction to complete 

24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 restriction to complete 

24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the First Continuing treatment or 

Re-initiation of interrupted treatment restriction to complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Second and subsequent 

Continuing treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction. 
Population criteria: 
• Patient must be an adult. 
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Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment 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). 

Note No applications for increased repeats will be authorised.  
 

romiplostim 250 microgram injection, 1 vial 
9696H 

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

1 .. .. 928.63  Nplate [AN]   

romiplostim 500 microgram injection, 1 vial 
9698K 

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

1 .. .. 1857.25  Nplate [AN]   

 SILDENAFIL 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
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For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
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(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH or PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised 
therapy with this agent after a break in therapy and must have demonstrated a response to their most recent course of 
PBS-subsidised treatment with this agent; OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and whose most recent course of PBS-
subsidised treatment was with a PAH agent other than this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
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Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
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(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
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sildenafil 20 mg tablet, 90 
9547L 

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

1 .. .. 410.47 a APO-Sildenafil PHT [TX] a Revatio [PF] 
    a Sildenafil AN PHT 20 [EA] a SILDENAFIL-DRx [RZ] 
    a Sildenafil Sandoz PHT 20 [SZ]   

 TADALAFIL 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH; OR 
• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease, 
AND 
• Patient must have a mean right atrial pressure of 8 mmHg or less as measured by right heart catheterisation (RHC); OR 
• Patient must have right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be performed 

on clinical grounds, AND 
• Patient must have failed to respond to 6 or more weeks of appropriate vasodilator treatment unless intolerance or a 

contraindication to such treatment exists, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Details of prior vasodilator treatment, including the dose and duration of treatment, must be provided at the time of 
application. Where the patient has an adverse event to a vasodilator or where vasodilator treatment is contraindicated, 
details of the nature of the adverse event or contraindication according to the Therapeutic Goods Administration (TGA) 
approved Product Information must also be provided with the application. 
Response to prior vasodilator treatment is defined as follows: 
For patients with 2 or more baseline tests, response to treatment is defined as 2 or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
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For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the TGA-approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 2 (new patients) 
Clinical criteria: 
• Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 

PAH or hereditable PAH, and a mean right atrial pressure of greater than 8 mmHg, as measured by right heart 
catheterisation (RHC); OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH), or anorexigen-induced 
PAH or hereditable PAH, with right ventricular function assessed by echocardiography (ECHO) where a RHC cannot be 
performed on clinical grounds; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease and 
a mean right atrial pressure greater than 8 mmHg, as measured by RHC; OR 

• Patient must have WHO Functional Class III pulmonary arterial hypertension secondary to connective tissue disease with 
right ventricular function assessed by ECHO where a RHC cannot be performed on clinical grounds, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT); and 
(3) a signed patient acknowledgement. 
Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 
(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 
Test requirements to establish baseline for initiation of treatment are as follows: 
The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 
Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 
(1) RHC plus ECHO composite assessments; 
(2) RHC composite assessment plus 6MWT; 
(3) RHC composite assessment only. 
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 
(1) ECHO composite assessment plus 6MWT; 
(2) ECHO composite assessment only. 
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Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 3 (change or re-commencement of therapy for all patients) 
Clinical criteria: 
• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 

PAH or hereditable PAH or PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised 
therapy with this agent after a break in therapy and must have demonstrated a response to their most recent course of 
PBS-subsidised treatment with this agent; OR 

• Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and whose most recent course of PBS-
subsidised treatment was with a PAH agent other than this agent, AND 

• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and  
(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent. 
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 
The test results provided must not be more than 2 months old at the time of application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats may be requested. 
The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
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agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 

Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 
Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Initial 1 or Initial 2 (new patients) or Initial 3 (change or re-commencement of therapy for all patients) or 
First Continuing treatment  - Balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 2 (new patients) restriction to complete a 

maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the Initial 3 (change or re-commencement of 

therapy for all patients) restriction to complete a maximum of six months of treatment; OR 
• Patient must have received insufficient therapy with this agent under the First Continuing treatment restriction to 

complete a maximum of six months of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 
• The treatment must provide no more than the balance of up to six months treatment available under one of the above 

restrictions. 
Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: First Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 
• Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-

subsidised initial course of treatment, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 
(i) RHC composite assessment; and 
(ii) ECHO composite assessment; and 
(iii) 6 Minute Walk Test (6MWT). 
Test requirements to establish response to treatment for continuation of treatment are as follows: 
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 
(1) RHC plus ECHO composite assessments plus 6MWT; 
(2) RHC plus ECHO composite assessments; 
(3) RHC composite assessment plus 6MWT; 
(4) ECHO composite assessment plus 6MWT; 
(5) RHC composite assessment only; 
(6) ECHO composite assessment only. 
The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
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results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 
Response to a PAH agent is defined as follows: 
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 
For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 
Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

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 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

Authority required 
Pulmonary arterial hypertension (PAH) 
Treatment Phase: Subsequent Continuing treatment 
Clinical criteria: 
• Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 

OR 
• Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 
• Patient must have been assessed by a physician at a designated hospital, AND 
• The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 
A maximum of 5 repeats will be authorised. 
An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made 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). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note Refer to the Department of Human Services website at www.humanservices.gov.au for a list of designated hospitals.  
 

tadalafil 20 mg tablet, 56 
1308W 

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

1 .. .. 838.53  Adcirca [LY]   
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