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2  Schedule of Pharmaceutical Benefits – August 2023  

Fees, Patient Contributions and 
Safety Net Thresholds 

The following fees, patient contributions and safety net thresholds apply as at 1 August 2023 and are included, where 
applicable, in prices published in the Schedule — 
  

Dispensing Fees: Ready-prepared $8.37 

 Dangerous drug fee $5.18 

 Extemporaneously-prepared $10.41 

 Allowable additional patient charge* $3.29 

   

Additional Fees (for safety net prices): Ready-prepared $1.40 

 Extemporaneously-prepared $1.80 

   

Patient Co-payments: General $30.00 

 Concessional $7.30 

   

Safety Net Thresholds: General $1563.50 

 Concessional $262.80 

   

Safety Net Card Issue Fee:  $11.42 
  
* The allowable additional patient charge is a discretionary charge to general patients if a pharmaceutical item has a dispensed 
price for maximum quantity less than the general patient co-payment. The pharmacist may charge general patients the 
allowable additional fee but the fee cannot take the cost of the prescription above the general patient co-payment for the 
medicine. This fee does not count towards the Safety Net threshold. 
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Summary of Changes 
These changes to the Schedule of Pharmaceutical Benefits are effective from 1 August 2023. The Schedule is updated on the 
first day of each month and is available on the internet at www.pbs.gov.au. 

Prescriber Bag 
Additions 
Addition – Brand 

3473T HYOSCINE BUTYLBROMIDE-AFT, AE – HYOSCINE BUTYLBROMIDE, hyoscine butylbromide 20 mg/mL 
injection, 5 x 1 mL ampoules 

Alterations 
Alteration – Item Description 

From 

3466K FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 20 mg/2 mL injection, 5 x 2 mL ampoules (Lasix) 
To 

3466K FUROSEMIDE, furosemide 20 mg/2 mL injection, 5 x 2 mL ampoules (Lasix) 
From 

12222G FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 20 mg tablet, 50 (Frusemix-M, Urex-M) 
To 

12222G FUROSEMIDE, furosemide 20 mg tablet, 50 (Frusemix-M, Urex-M) 
From 

10209H LIDOCAINE (LIGNOCAINE), lidocaine (lignocaine) hydrochloride monohydrate 1% (50 mg/5 mL) injection,    
5 x 5 mL ampoules (Pfizer Australia Pty Ltd) 

To 

10209H LIDOCAINE, lidocaine hydrochloride monohydrate 1% (50 mg/5 mL) injection, 5 x 5 mL ampoules (Pfizer 
Australia Pty Ltd) 

From 

3485K PROCAINE BENZYLPENICILLIN (PROCAINE PENICILLIN), procaine benzylpenicillin (procaine penicillin)  
1.5 g/3.4 mL injection, 5 x 3.4 mL syringes (Cilicaine) 

To 

3485K PROCAINE BENZYLPENICILLIN, procaine benzylpenicillin 1.5 g/3.4 mL injection, 5 x 3.4 mL syringes 
(Cilicaine) 

General Pharmaceutical Benefits 
Additions 
Addition – Item 

13347L COLESTYRAMINE, colestyramine 4 g powder for oral liquid, 30 sachets (JAMP-Cholestyramine) 

13351Q COLESTYRAMINE, colestyramine 4 g powder for oral liquid, 30 sachets (JAMP-Cholestyramine) 

13353T ENZALUTAMIDE, enzalutamide 40 mg capsule, 112 (Xtandi) 

13342F EPTINEZUMAB, eptinezumab 100 mg/mL injection, 1 mL vial (Vyepti) 

13352R EPTINEZUMAB, eptinezumab 100 mg/mL injection, 1 mL vial (Vyepti) 

13345J TOFACITINIB, tofacitinib 5 mg tablet, 56 (Xeljanz) 

http://www.pbs.gov.au/
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13349N TOFACITINIB, tofacitinib 5 mg tablet, 56 (Xeljanz) 

13343G UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq) 

13350P UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq) 

13341E VARENICLINE, varenicline 500 microgram tablet, 56 (APO-Varenicline (Canada)) 

Addition – Brand 
8357W ACAMPROSATE VIATRIS, MQ – ACAMPROSATE, acamprosate calcium 333 mg enteric tablet, 180 

8188Y Acarbose Viatris, AL – ACARBOSE, acarbose 50 mg tablet, 90 

9439T AtovaquoPro Lupin 250/100, GQ – ATOVAQUONE + PROGUANIL, atovaquone 250 mg + proguanil 
hydrochloride 100 mg tablet, 12 

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

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

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

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

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

13258T DuoResp Spiromax, EV – BUDESONIDE + FORMOTEROL, budesonide 400 microgram/actuation + formoterol 
fumarate dihydrate 12 microgram/actuation powder for inhalation, 60 actuations 

12115P Cephazolin Viatris, AL – CEFAZOLIN, cefazolin 2 g injection, 10 vials 

12118T Cephazolin Viatris, AL – CEFAZOLIN, cefazolin 2 g injection, 10 vials 

9159C Cinacalcet Viatris, AL – CINACALCET, cinacalcet 90 mg tablet, 28 

8562P Meloxicam Viatris, AL – MELOXICAM, meloxicam 15 mg tablet, 30 

9006B APX-Perindopril Arginine, XT – PERINDOPRIL, perindopril arginine 2.5 mg tablet, 30 

9007C APX-Perindopril Arginine, XT – PERINDOPRIL, perindopril arginine 5 mg tablet, 30 

9008D APX-Perindopril Arginine, XT – PERINDOPRIL, perindopril arginine 10 mg tablet, 30 

9346X APX-Perindopril Arginine/Amlodipine 5/5, XT – PERINDOPRIL + AMLODIPINE, perindopril arginine 5 mg + 
amlodipine 5 mg tablet, 30 

9347Y APX-Perindopril Arginine/Amlodipine 5/10, XT – PERINDOPRIL + AMLODIPINE, perindopril arginine 5 mg + 
amlodipine 10 mg tablet, 30 

9348B APX-Perindopril Arginine/Amlodipine 10/5, XT – PERINDOPRIL + AMLODIPINE, perindopril arginine 10 mg + 
amlodipine 5 mg tablet, 30 

9349C APX-Perindopril Arginine/Amlodipine 10/10, XT – PERINDOPRIL + AMLODIPINE, perindopril arginine 10 mg + 
amlodipine 10 mg tablet, 30 

11572C Sitagliptin Lupin, GQ – SITAGLIPTIN, sitagliptin 25 mg tablet, 28 

11573D Sitagliptin Lupin, GQ – SITAGLIPTIN, sitagliptin 50 mg tablet, 28 

11576G Sitagliptin Lupin, GQ – SITAGLIPTIN, sitagliptin 100 mg tablet, 28 

2180R Tranexamic Acid Lupin, GQ – TRANEXAMIC ACID, tranexamic acid 500 mg tablet, 100 

Addition – Equivalence Indicator 
9439T Malarone, GK – ATOVAQUONE + PROGUANIL, atovaquone 250 mg + proguanil hydrochloride 100 mg tablet, 

12 

10015D Symbicort Rapihaler 100/3, AP – BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 100 
microgram/actuation + formoterol (eformoterol) fumarate dihydrate 3 microgram/actuation inhalation, 120 
actuations 

12042T Symbicort Rapihaler 100/3, AP – BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 100 
microgram/actuation + formoterol (eformoterol) fumarate dihydrate 3 microgram/actuation inhalation, 120 
actuations 
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12089G Symbicort Rapihaler 100/3, AP – BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 100 
microgram/actuation + formoterol (eformoterol) fumarate dihydrate 3 microgram/actuation inhalation, 120 
actuations 

10018G Symbicort Rapihaler 200/6, AP – BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 200 
microgram/actuation + formoterol (eformoterol) fumarate dihydrate 6 microgram/actuation inhalation, 120 
actuations 

12082X Symbicort Rapihaler 200/6, AP – BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 200 
microgram/actuation + formoterol (eformoterol) fumarate dihydrate 6 microgram/actuation inhalation, 120 
actuations 

2967E Questran Lite, GO – COLESTYRAMINE, colestyramine 4 g powder for oral liquid, 50 sachets 

9249T Questran Lite, GO – COLESTYRAMINE, colestyramine 4 g powder for oral liquid, 50 sachets 

Addition – Note 
2967E COLESTYRAMINE, colestyramine 4 g powder for oral liquid, 50 sachets (Questran Lite) 

9249T COLESTYRAMINE, colestyramine 4 g powder for oral liquid, 50 sachets (Questran Lite) 

10211K MIFEPRISTONE (&) MISOPROSTOL, mifepristone 200 mg tablet [1] (&) misoprostol 200 microgram tablet [4], 1 
pack (MS-2 Step) 

11178H USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara) 

Deletions 
Deletion – Item 

8416Y AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT METHIONINE, amino acid formula with 
vitamins and minerals without methionine powder for oral liquid, 500 g (XMET Maxamum) 

8061G 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 (XMTVI Maxamum) 

3078B 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 
(XPhen, Tyr Maxamum) 

8310J 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 (MSUD AID III) 

13030T LAROTRECTINIB, larotrectinib 20 mg/mL oral liquid, 100 mL (Vitrakvi) 

13035C LAROTRECTINIB, larotrectinib 20 mg/mL oral liquid, 100 mL (Vitrakvi) 

11890T LEVODOPA + CARBIDOPA, levodopa 200 mg + carbidopa 50 mg modified release tablet, 60 (Sinemet CR 
Prolonged-Release Tablets) 

12009C MORPHINE, morphine sulfate pentahydrate 30 mg tablet, 20 (Anamorph) 

12067D MORPHINE, morphine sulfate pentahydrate 30 mg tablet, 20 (Anamorph) 

1646P MORPHINE, morphine sulfate pentahydrate 30 mg tablet, 20 (Anamorph) 

5163R MORPHINE, morphine sulfate pentahydrate 30 mg tablet, 20 (Anamorph) 

8253J RETEPLASE, reteplase 10 units (17.4 mg) injection [2 x 10 unit vials] (&) inert substance diluent [2 x 10 mL 
syringes], 1 pack (Rapilysin 10 U) 

Deletion – Brand 
1358L Dosulepin Mylan, MQ – DOSULEPIN (DOTHIEPIN), dosulepin (dothiepin) hydrochloride 75 mg tablet, 30 

1434L Blooms the Chemist Fluoxetine, IB – FLUOXETINE, fluoxetine 20 mg capsule, 28 

11264W Iressa, AP – GEFITINIB, gefitinib 250 mg tablet, 30 

8769M Iressa, AP – GEFITINIB, gefitinib 250 mg tablet, 30 

1500Y Hydrocortisone Mylan 20, MQ – HYDROCORTISONE, hydrocortisone 20 mg tablet, 60 

Deletion – Equivalence Indicator 
11264W Cipla Gefitinib, LR – GEFITINIB, gefitinib 250 mg tablet, 30 
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8769M Cipla Gefitinib, LR – GEFITINIB, gefitinib 250 mg tablet, 30 

13281B VITRAKVI, BN - LAROTRECTINIB, larotrectinib 20 mg/mL oral liquid, 2 x 50 mL 

13289K VITRAKVI, BN - LAROTRECTINIB, larotrectinib 20 mg/mL oral liquid, 2 x 50 mL 

1255C Sinemet CR, AL – LEVODOPA + CARBIDOPA, levodopa 200 mg + carbidopa 50 mg modified release tablet, 
100 

Deletion – Note 
13059H DIROXIMEL FUMARATE, diroximel fumarate 231 mg enteric capsule, 120 (Vumerity) 

13281B LAROTRECTINIB, larotrectinib 20 mg/mL oral liquid, 2 x 50 mL (VITRAKVI) 

13289K LAROTRECTINIB, larotrectinib 20 mg/mL oral liquid, 2 x 50 mL (VITRAKVI) 

1255C LEVODOPA + CARBIDOPA, levodopa 200 mg + carbidopa 50 mg modified release tablet, 100 (Sinemet CR) 

Deletion – Restriction 
13059H DIROXIMEL FUMARATE, diroximel fumarate 231 mg enteric capsule, 120 (Vumerity) 

12818P PALBOCICLIB, palbociclib 75 mg tablet, 21 (Ibrance) 

12819Q PALBOCICLIB, palbociclib 100 mg tablet, 21 (Ibrance) 

12822W PALBOCICLIB, palbociclib 125 mg tablet, 21 (Ibrance) 

Alterations 
Alteration – Item Description 

From 

10565C ACLIDINIUM + FORMOTEROL (EFORMOTEROL), aclidinium 340 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 12 microgram/actuation powder for inhalation, 60 actuations (Brimica Genuair) 

To 

10565C ACLIDINIUM + FORMOTEROL, aclidinium 340 microgram/actuation + formoterol fumarate dihydrate  
12 microgram/actuation powder for inhalation, 60 actuations (Brimica Genuair) 

From 

12183F BECLOMETASONE + FORMOTEROL (EFORMOTEROL), beclometasone dipropionate 100 
microgram/actuation + formoterol (eformoterol) fumarate dihydrate 6 microgram/actuation inhalation, 120 
actuations (Fostair) 

To 

12183F BECLOMETASONE + FORMOTEROL, beclometasone dipropionate 100 microgram/actuation + formoterol 
fumarate dihydrate 6 microgram/actuation inhalation, 120 actuations (Fostair) 

From 

13205B BECLOMETASONE + FORMOTEROL (EFORMOTEROL), beclometasone dipropionate 200 
microgram/actuation + formoterol (eformoterol) fumarate dihydrate 6 microgram/actuation inhalation, 120 
actuations (Fostair 200/6) 

To 

13205B BECLOMETASONE + FORMOTEROL, beclometasone dipropionate 200 microgram/actuation + formoterol 
fumarate dihydrate 6 microgram/actuation inhalation, 120 actuations (Fostair 200/6) 

From 

12468F BECLOMETASONE + FORMOTEROL (EFORMOTEROL) + GLYCOPYRRONIUM, beclometasone 
dipropionate 100 microgram/actuation + formoterol (eformoterol) fumarate dihydrate 6 microgram/actuation + 
glycopyrronium  
10 microgram/actuation inhalation, 120 actuations (Trimbow) 

To 

12468F BECLOMETASONE + FORMOTEROL + GLYCOPYRRONIUM, beclometasone dipropionate  
100 microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation + glycopyrronium  
10 microgram/actuation inhalation, 120 actuations (Trimbow) 

From 

13200R BECLOMETASONE + FORMOTEROL (EFORMOTEROL) + GLYCOPYRRONIUM, beclometasone 
dipropionate 200 microgram/actuation + formoterol (eformoterol) fumarate dihydrate 6 microgram/actuation + 
glycopyrronium  
10 microgram/actuation inhalation, 120 actuations (Trimbow) 
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To 

13200R BECLOMETASONE + FORMOTEROL + GLYCOPYRRONIUM, beclometasone dipropionate  
200 microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation + glycopyrronium  
10 microgram/actuation inhalation, 120 actuations (Trimbow) 

From 

10024N BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 50 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 3 microgram/actuation inhalation, 120 actuations (Symbicort Rapihaler 50/3) 

To 

10024N BUDESONIDE + FORMOTEROL, budesonide 50 microgram/actuation + formoterol fumarate dihydrate  
3 microgram/actuation inhalation, 120 actuations (Symbicort Rapihaler 50/3) 

From 

12100W BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 50 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 3 microgram/actuation inhalation, 120 actuations (Symbicort Rapihaler 50/3) 

To 

12100W BUDESONIDE + FORMOTEROL, budesonide 50 microgram/actuation + formoterol fumarate dihydrate  
3 microgram/actuation inhalation, 120 actuations (Symbicort Rapihaler 50/3) 

From 

10015D BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 100 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 3 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 100/3, 
Symbicort Rapihaler 100/3) 

To 

10015D BUDESONIDE + FORMOTEROL, budesonide 100 microgram/actuation + formoterol fumarate dihydrate  
3 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 100/3, Symbicort Rapihaler 100/3) 

From 

12042T BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 100 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 3 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 100/3, 
Symbicort Rapihaler 100/3) 

To 

12042T BUDESONIDE + FORMOTEROL, budesonide 100 microgram/actuation + formoterol fumarate dihydrate  
3 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 100/3, Symbicort Rapihaler 100/3) 

From 

12089G BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 100 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 3 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 100/3, 
Symbicort Rapihaler 100/3) 

To 

12089G BUDESONIDE + FORMOTEROL, budesonide 100 microgram/actuation + formoterol fumarate dihydrate  
3 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 100/3, Symbicort Rapihaler 100/3) 

From 

10018G BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 200 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 6 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 200/6, 
Symbicort Rapihaler 200/6) 

To 

10018G BUDESONIDE + FORMOTEROL, budesonide 200 microgram/actuation + formoterol fumarate dihydrate  
6 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 200/6, Symbicort Rapihaler 200/6) 

From 

12082X BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 200 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 6 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 200/6, 
Symbicort Rapihaler 200/6) 

To 

12082X BUDESONIDE + FORMOTEROL, budesonide 200 microgram/actuation + formoterol fumarate dihydrate  
6 microgram/actuation inhalation, 120 actuations (Rilast RAPIHALER 200/6, Symbicort Rapihaler 200/6) 

From 

12101X BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 100 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 6 microgram/actuation powder for inhalation, 120 actuations (Symbicort 
Turbuhaler 100/6) 

To 

12101X BUDESONIDE + FORMOTEROL, budesonide 100 microgram/actuation + formoterol fumarate dihydrate  
6 microgram/actuation powder for inhalation, 120 actuations (Symbicort Turbuhaler 100/6) 
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From 

8796Y BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 100 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 6 microgram/actuation powder for inhalation, 120 actuations (Symbicort 
Turbuhaler 100/6) 

To 

8796Y BUDESONIDE + FORMOTEROL, budesonide 100 microgram/actuation + formoterol fumarate dihydrate  
6 microgram/actuation powder for inhalation, 120 actuations (Symbicort Turbuhaler 100/6) 

From 

11273H BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 200 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 6 microgram/actuation powder for inhalation, 120 actuations (BiResp Spiromax, 
DuoResp Spiromax) 

To 

11273H BUDESONIDE + FORMOTEROL, budesonide 200 microgram/actuation + formoterol fumarate dihydrate  
6 microgram/actuation powder for inhalation, 120 actuations (BiResp Spiromax, DuoResp Spiromax) 

From 

12029D BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 200 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 6 microgram/actuation powder for inhalation, 120 actuations (BiResp Spiromax, 
DuoResp Spiromax) 

To 

12029D BUDESONIDE + FORMOTEROL, budesonide 200 microgram/actuation + formoterol fumarate dihydrate  
6 microgram/actuation powder for inhalation, 120 actuations (BiResp Spiromax, DuoResp Spiromax) 

From 

12041R BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 200 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 6 microgram/actuation powder for inhalation, 120 actuations (Rilast 
TURBUHALER 200/6, Symbicort Turbuhaler 200/6) 

To 

12041R BUDESONIDE + FORMOTEROL, budesonide 200 microgram/actuation + formoterol fumarate dihydrate  
6 microgram/actuation powder for inhalation, 120 actuations (Rilast TURBUHALER 200/6, Symbicort Turbuhaler 
200/6) 

From 

12093L BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 200 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 6 microgram/actuation powder for inhalation, 120 actuations (BiResp Spiromax, 
DuoResp Spiromax, Rilast TURBUHALER 200/6, Symbicort Turbuhaler 200/6) 

To 

12093L BUDESONIDE + FORMOTEROL, budesonide 200 microgram/actuation + formoterol fumarate dihydrate  
6 microgram/actuation powder for inhalation, 120 actuations (BiResp Spiromax, DuoResp Spiromax, Rilast 
TURBUHALER 200/6, Symbicort Turbuhaler 200/6) 

From 

8625Y BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 200 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 6 microgram/actuation powder for inhalation, 120 actuations (Rilast 
TURBUHALER 200/6, Symbicort Turbuhaler 200/6) 

To 

8625Y BUDESONIDE + FORMOTEROL, budesonide 200 microgram/actuation + formoterol fumarate dihydrate  
6 microgram/actuation powder for inhalation, 120 actuations (Rilast TURBUHALER 200/6, Symbicort Turbuhaler 
200/6) 

From 

11301T BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 400 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 12 microgram/actuation powder for inhalation, 2 x 60 actuations (BiResp 
Spiromax, DuoResp Spiromax) 

To 

11301T BUDESONIDE + FORMOTEROL, budesonide 400 microgram/actuation + formoterol fumarate dihydrate  
12 microgram/actuation powder for inhalation, 2 x 60 actuations (BiResp Spiromax, DuoResp Spiromax) 

From 

13258T BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide 400 microgram/actuation + formoterol 
(eformoterol) fumarate dihydrate 12 microgram/actuation powder for inhalation, 60 actuations (DuoResp 
Spiromax, Rilast TURBUHALER 400/12, Symbicort TURBUHALER 400/12) 

To 

13258T BUDESONIDE + FORMOTEROL, budesonide 400 microgram/actuation + formoterol fumarate dihydrate  
12 microgram/actuation powder for inhalation, 60 actuations (DuoResp Spiromax, Rilast TURBUHALER 400/12, 
Symbicort TURBUHALER 400/12) 
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From 

12672Y BUDESONIDE + GLYCOPYRRONIUM + FORMOTEROL (EFORMOTEROL), budesonide  
160 microgram/actuation + glycopyrronium 7.2 microgram/actuation + formoterol (eformoterol) fumarate 
dihydrate  
5 microgram/actuation inhalation, 120 actuations (Breztri Aerosphere) 

To 

12672Y BUDESONIDE + GLYCOPYRRONIUM + FORMOTEROL, budesonide 160 microgram/actuation + 
glycopyrronium 7.2 microgram/actuation + formoterol fumarate dihydrate 5 microgram/actuation inhalation, 120 
actuations (Breztri Aerosphere) 

From 

2997R CALCITONIN SALMON (SALCATONIN), calcitonin salmon (salcatonin) 100 units/mL injection, 5 x 1 mL 
ampoules (Miacalcic 100) 

To 

2997R CALCITONIN SALMON, calcitonin salmon 100 units/mL injection, 5 x 1 mL ampoules (Miacalcic 100) 
From 

2827T FLUTICASONE PROPIONATE + FORMOTEROL (EFORMOTEROL), fluticasone propionate 50 
microgram/actuation + formoterol (eformoterol) fumarate dihydrate 5 microgram/actuation inhalation, 120 
actuations (flutiform 50/5) 

To 

2827T FLUTICASONE PROPIONATE + FORMOTEROL, fluticasone propionate 50 microgram/actuation + formoterol 
fumarate dihydrate 5 microgram/actuation inhalation, 120 actuations (flutiform 50/5) 

From 

10007Q FLUTICASONE PROPIONATE + FORMOTEROL (EFORMOTEROL), fluticasone propionate  
125 microgram/actuation + formoterol (eformoterol) fumarate dihydrate 5 microgram/actuation inhalation, 120 
actuations (flutiform 125/5) 

To 

10007Q FLUTICASONE PROPIONATE + FORMOTEROL, fluticasone propionate 125 microgram/actuation + formoterol 
fumarate dihydrate 5 microgram/actuation inhalation, 120 actuations (flutiform 125/5) 

From 

10008R FLUTICASONE PROPIONATE + FORMOTEROL (EFORMOTEROL), fluticasone propionate  
250 microgram/actuation + formoterol (eformoterol) fumarate dihydrate 10 microgram/actuation inhalation,  
120 actuations (flutiform 250/10) 

To 

10008R FLUTICASONE PROPIONATE + FORMOTEROL, fluticasone propionate 250 microgram/actuation + formoterol 
fumarate dihydrate 10 microgram/actuation inhalation, 120 actuations (flutiform 250/10) 

From 

8136F FORMOTEROL (EFORMOTEROL), formoterol (eformoterol) fumarate dihydrate 12 microgram powder for 
inhalation, 60 capsules (Foradile) 

To 

8136F FORMOTEROL, formoterol fumarate dihydrate 12 microgram powder for inhalation, 60 capsules (Foradile) 
From 

8239P FORMOTEROL (EFORMOTEROL), formoterol (eformoterol) fumarate dihydrate 6 microgram/actuation powder 
for inhalation, 60 actuations (Oxis Turbuhaler) 

To 

8239P FORMOTEROL, formoterol fumarate dihydrate 6 microgram/actuation powder for inhalation, 60 actuations (Oxis 
Turbuhaler) 

From 

8240Q FORMOTEROL (EFORMOTEROL), formoterol (eformoterol) fumarate dihydrate 12 microgram/actuation powder 
for inhalation, 60 actuations (Oxis Turbuhaler) 

To 

8240Q FORMOTEROL, formoterol fumarate dihydrate 12 microgram/actuation powder for inhalation, 60 actuations 
(Oxis Turbuhaler) 

From 

2413B FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 20 mg/2 mL injection, 5 x 2 mL ampoules (Lasix) 
To 

2413B FUROSEMIDE, furosemide 20 mg/2 mL injection, 5 x 2 mL ampoules (Lasix) 
From 

2411X FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 10 mg/mL oral liquid, 30 mL (Lasix) 
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To 

2411X FUROSEMIDE, furosemide 10 mg/mL oral liquid, 30 mL (Lasix) 
From 

1810G FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 20 mg tablet, 50 (Frusemix-M, Urex-M) 
To 

1810G FUROSEMIDE, furosemide 20 mg tablet, 50 (Frusemix-M, Urex-M) 
From 

2414C FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 20 mg tablet, 100 (APO-Frusemide, FUROSEMIDE AN, 
Frusemix-M) 

To 

2414C FUROSEMIDE, furosemide 20 mg tablet, 100 (APO-Frusemide, FUROSEMIDE AN, Frusemix-M) 
From 

2412Y FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 40 mg tablet, 100 (APO-Frusemide, FUROSEMIDE AN, 
Frusax, Frusemix, NOUMED FUROSEMIDE, Uremide, Urex) 

To 

2412Y FUROSEMIDE, furosemide 40 mg tablet, 100 (APO-Frusemide, FUROSEMIDE AN, Frusax, Frusemix, 
NOUMED FUROSEMIDE, Uremide, Urex) 

From 

2415D FUROSEMIDE (FRUSEMIDE), furosemide (frusemide) 500 mg tablet, 50 (Urex-Forte) 
To 

2415D FUROSEMIDE, furosemide 500 mg tablet, 50 (Urex-Forte) 
From 

2876J LIDOCAINE (LIGNOCAINE), lidocaine (lignocaine) hydrochloride 10% (500 mg/5 mL) injection,  
10 x 5 mL ampoules (Xylocard 500) 

To 

2876J LIDOCAINE, lidocaine hydrochloride 10% (500 mg/5 mL) injection, 10 x 5 mL ampoules (Xylocard 500) 
From 

2138M PHENOBARBITAL (PHENOBARBITONE), phenobarbital (phenobarbitone) 200 mg (equivalent to phenobarbital 
(phenobarbitone) sodium 219 mg)/mL injection, 5 x 1 mL ampoules (Phenobarbitone Injection (Aspen 
Pharmacare Australia Pty Ltd)) 

To 

2138M PHENOBARBITAL, phenobarbital 200 mg (equivalent to phenobarbital sodium 219 mg)/mL injection, 5 x 1 mL 
ampoules (Phenobarbitone Injection (Aspen Pharmacare Australia Pty Ltd)) 

From 

1850J PHENOBARBITAL (PHENOBARBITONE), phenobarbital (phenobarbitone) 30 mg tablet, 200 (Phenobarb) 
To 

1850J PHENOBARBITAL, phenobarbital 30 mg tablet, 200 (Phenobarb) 
From 

1794K PROCAINE BENZYLPENICILLIN (PROCAINE PENICILLIN), procaine benzylpenicillin (procaine penicillin)  
1.5 g/3.4 mL injection, 5 x 3.4 mL syringes (Cilicaine) 

To 

1794K PROCAINE BENZYLPENICILLIN, procaine benzylpenicillin 1.5 g/3.4 mL injection, 5 x 3.4 mL syringes 
(Cilicaine) 

From 

3371K PROCAINE BENZYLPENICILLIN (PROCAINE PENICILLIN), procaine benzylpenicillin (procaine penicillin)  
1.5 g/3.4 mL injection, 5 x 3.4 mL syringes (Cilicaine) 

To 

3371K PROCAINE BENZYLPENICILLIN, procaine benzylpenicillin 1.5 g/3.4 mL injection, 5 x 3.4 mL syringes 
(Cilicaine) 

From 

2832C TETRACOSACTIDE (TETRACOSACTRIN), tetracosactide (tetracosactrin) 1 mg/mL modified release injection,  
1 mL ampoule (Synacthen Depot 1 mg/1 mL) 

To 

2832C TETRACOSACTIDE, tetracosactide 1 mg/mL modified release injection, 1 mL ampoule (Synacthen Depot  
1 mg/1 mL)   
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Alteration – Brand Name 
From 

8431R FLUTICASONE SALMETEROL CIPHALER 250/50, LR – FLUTICASONE PROPIONATE + SALMETEROL, 
fluticasone propionate 250 microgram/actuation + salmeterol 50 microgram/actuation powder for inhalation,  
60 actuations 

To 

8431R Fluticasone Salmeterol Ciphaler 250/50, LR – FLUTICASONE PROPIONATE + SALMETEROL, fluticasone 
propionate 250 microgram/actuation + salmeterol 50 microgram/actuation powder for inhalation, 60 actuations 

Alteration – Authorised Prescriber 
  From To 

10211K MIFEPRISTONE (&) MISOPROSTOL, mifepristone 200 mg tablet [1] (&) misoprostol  
200 microgram tablet [4], 1 pack (MS-2 Step) 

M M,N 

Alteration – Note 
12361N ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira, Yuflyma) 

12363Q ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira, Yuflyma) 

12376J ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Humira, Yuflyma) 

12442W ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Humira, Yuflyma) 

13208E ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes (Yuflyma) 

13226D ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices (Yuflyma) 

12327T ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio) 

12328W ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, 
Idacio) 

9077R ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio) 

9078T ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Amgevita, Hadlima, Hyrimoz, Idacio) 

9103D ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, 
Idacio) 

9104E ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices (Amgevita, Hadlima, Hyrimoz, 
Idacio) 

10137M CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia) 

10897M CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia) 

10904X CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia) 

12005W CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia) 

12040Q CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia) 

12063X CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia) 

11318Q CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia) 

11319R CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia) 

11320T CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia) 

12013G CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia) 

12027B CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia) 

12028C CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia) 

11204Q ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack 
(Enbrel) 

8778B ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack 
(Enbrel) 

8779C ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack 
(Enbrel) 

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

11215G ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys) 
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9455P ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Brenzys, Enbrel) 

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

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

11217J ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Brenzys) 

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

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

11361Y GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi) 

11376R GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi) 

11516D GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi) 

11521J GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi) 

11538G GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi) 

11560K GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi) 

3434R GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi) 

3436W GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi) 

13048R INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC) 

13049T INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL pen device (Remsima SC) 

13057F INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC) 

13069W INFLIXIMAB, infliximab 120 mg/mL injection, 1 mL syringe (Remsima SC) 

12209N IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices (Taltz) 

12217B IXEKIZUMAB, ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices (Taltz) 

12818P PALBOCICLIB, palbociclib 75 mg tablet, 21 (Ibrance) 

12819Q PALBOCICLIB, palbociclib 100 mg tablet, 21 (Ibrance) 

12822W PALBOCICLIB, palbociclib 125 mg tablet, 21 (Ibrance) 

10890E SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx) 

10893H SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx) 

10906B SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx) 

12297F SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx) 

12307R SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx) 

12321L SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx) 

12621G UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq) 

12625L UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq) 

Alteration – Restriction 
12063X CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia) 

12027B CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia) 

11538G GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi) 

11560K GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi) 

10211K MIFEPRISTONE (&) MISOPROSTOL, mifepristone 200 mg tablet [1] (&) misoprostol 200 microgram tablet [4], 1 
pack (MS-2 Step) 

12321L SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx) 

11743C TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection) 

11744D TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen)   
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Alteration – Restriction Level 
  From To 

10211K MIFEPRISTONE (&) MISOPROSTOL, mifepristone 200 mg tablet [1] (&) misoprostol 
200 microgram tablet [4], 1 pack (MS-2 Step) 

authority-
required 

streamlined 

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

Substitution of Supply Only items/brands with products flagged as “equivalent for substitution” still apply as specified in the 
Schedule at the time the script was written. 

Further information on Supply Only arrangements is available at www.pbs.gov.au  

Supply Only Commencing 1 August 2023 
8555G AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT PHENYLALANINE, amino acid formula 

with vitamins and minerals without phenylalanine powder for oral liquid, 30 x 24 g sachets (PKU gel) 

8397Y EPROSARTAN, eprosartan 400 mg tablet, 28 (Teveten) 

8951D EPROSARTAN, eprosartan 400 mg tablet, 28 (Teveten) 

11577H ERTUGLIFLOZIN, ertugliflozin 5 mg tablet, 28 (Steglatro 5) 

11585R ERTUGLIFLOZIN, ertugliflozin 5 mg tablet, 28 (Steglatro 5) 

11570Y ERTUGLIFLOZIN, ertugliflozin 15 mg tablet, 28 (Steglatro 15) 

11571B ERTUGLIFLOZIN, ertugliflozin 15 mg tablet, 28 (Steglatro 15) 

11561L ERTUGLIFLOZIN + SITAGLIPTIN, ertugliflozin 5 mg + sitagliptin 100 mg tablet, 28 (Steglujan 5/100) 

11579K ERTUGLIFLOZIN + SITAGLIPTIN, ertugliflozin 5 mg + sitagliptin 100 mg tablet, 28 (Steglujan 5/100) 

11578J ERTUGLIFLOZIN + SITAGLIPTIN, ertugliflozin 15 mg + sitagliptin 100 mg tablet, 28 (Steglujan 15/100) 

11583P ERTUGLIFLOZIN + SITAGLIPTIN, ertugliflozin 15 mg + sitagliptin 100 mg tablet, 28 (Steglujan 15/100) 

1441W GENTAMICIN, gentamicin 0.3% eye drops, 5 mL (Genoptic) 

5566Y GENTAMICIN, gentamicin 0.3% eye drops, 5 mL (Genoptic) 

1574W KETOCONAZOLE, ketoconazole 2% shampoo, 60 mL (Nizoral 2%) 

Advance Notices 
1 September 2023 
Deletion – Brand 

9012H FonatPlus, AF – ALENDRONATE + COLECALCIFEROL, alendronate 70 mg + colecalciferol 70 microgram 
(2800 units) tablet, 4 

9183H FonatPlus, AF – ALENDRONATE + COLECALCIFEROL, alendronate 70 mg + colecalciferol 140 microgram 
(5600 units) tablet, 4 

8179L Anastrozole FBM, FO – ANASTROZOLE, anastrozole 1 mg tablet, 30 

12320K Movapo, TD – APOMORPHINE, apomorphine hydrochloride hemihydrate 20 mg/2 mL injection, 5 x 2 mL 
ampoules 

8717T Aripiprazole generichealth, HQ – ARIPIPRAZOLE, aripiprazole 10 mg tablet, 30 

8718W Aripiprazole generichealth, HQ – ARIPIPRAZOLE, aripiprazole 15 mg tablet, 30 

8719X Aripiprazole generichealth, HQ – ARIPIPRAZOLE, aripiprazole 20 mg tablet, 30 

10131F Everolimus Sandoz, SZ – EVEROLIMUS, everolimus 5 mg tablet, 30 

10135K Everolimus Sandoz, SZ – EVEROLIMUS, everolimus 10 mg tablet, 30 

11362B Everolimus Sandoz, SZ – EVEROLIMUS, everolimus 5 mg tablet, 30 

11377T Everolimus Sandoz, SZ – EVEROLIMUS, everolimus 10 mg tablet, 30 

10915L Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

10918P Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

10920R Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

10924Y Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

https://mps3.pbs.gov.au/ps/page/mps-soc/uri/1138398
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10940T Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

10941W Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

10942X Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

11757T Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

11770L Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

11776T Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

11777W Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

11782D Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

11783E Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

11875B Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

12709X Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

12710Y Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

12722N Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

12759M Imatinib GH, GQ – IMATINIB, imatinib 100 mg capsule, 60 

8245Y Letrozole FBM, FO – LETROZOLE, letrozole 2.5 mg tablet, 30 

1818Q Methotrexate Accord, OD – METHOTREXATE, methotrexate 50 mg/2 mL injection, 2 mL vial 

5470X Ondansetron ODT Lupin, HQ – ONDANSETRON, ondansetron 4 mg orally disintegrating tablet, 4 

5471Y Ondansetron ODT Lupin, HQ – ONDANSETRON, ondansetron 8 mg orally disintegrating tablet, 4 

8410P Zofran Zydis, AS – ONDANSETRON, ondansetron 4 mg wafer, 4 

1 October 2023 
Deletion – Brand 

9022W Fenofibrate Mylan, AF – FENOFIBRATE, fenofibrate 48 mg tablet, 60 

9023X Fenofibrate Mylan, AF – FENOFIBRATE, fenofibrate 145 mg tablet, 30 

9246P Fenofibrate Mylan, AF – FENOFIBRATE, fenofibrate 48 mg tablet, 60 

9247Q Fenofibrate Mylan, AF – FENOFIBRATE, fenofibrate 145 mg tablet, 30 

9019Q Moxonidine MYL, AF – MOXONIDINE, moxonidine 200 microgram tablet, 30 

11798Y Jetrea RTU, IJ – OCRIPLASMIN, ocriplasmin 375 microgram/0.3 mL intraocular injection, 0.3 mL vial 

9381R Telmisartan HCT GH 80/25, GQ – TELMISARTAN + HYDROCHLOROTHIAZIDE, telmisartan 80 mg + 
hydrochlorothiazide 25 mg tablet, 28 

1 November 2023 
Deletion – Brand 

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

1 December 2023 
Deletion – Brand 

2418G Amitriptyline Alphapharm 25, MQ – AMITRIPTYLINE, amitriptyline hydrochloride 25 mg tablet, 50 

Palliative Care 
Additions 
Addition – Brand 

5317W HYOSCINE BUTYLBROMIDE-AFT, AE – HYOSCINE BUTYLBROMIDE, hyoscine butylbromide 20 mg/mL 
injection, 5 x 1 mL ampoules   
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Highly Specialised Drugs Program (Private Hospital) 
Additions 
Addition – Brand 

11888Q Cinacalcet Viatris, AL – CINACALCET, cinacalcet 90 mg tablet, 28 

9627Q Cinacalcet Viatris, AL – CINACALCET, cinacalcet 90 mg tablet, 28 

6423C Mytolac, GH – LANREOTIDE, lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe 

6424D Mytolac, GH – LANREOTIDE, lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe 

11527Q Mytolac, GH – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

6425E Mytolac, GH – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

Addition – Equivalence Indicator 
6423C Somatuline Autogel, IS – LANREOTIDE, lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe 

6424D Somatuline Autogel, IS – LANREOTIDE, lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe 

11527Q Somatuline Autogel, IS – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

6425E Somatuline Autogel, IS – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

Addition – Note 
6423C LANREOTIDE, lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

6424D LANREOTIDE, lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

11527Q LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

6425E LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

11164N USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial (Stelara) 

Alterations 
Alteration – Note 

11488P INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Renflexis) 

11489Q INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis) 

6448J INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis) 

Alteration – Maximum Quantity 
  From To 

13295R ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL 
syringes], 1 pack (Enbrel) 

1 2 

Advance Notices 
1 September 2023 
Deletion – Brand 

9607P Movapo, TD – APOMORPHINE, apomorphine hydrochloride hemihydrate 20 mg/2 mL injection, 5 x 2 mL 
ampoules 

1 October 2023 
Deletion – Brand 

6227R Octreotide MaxRx, GQ – OCTREOTIDE, octreotide 50 microgram/mL injection, 5 x 1 mL ampoules 

Highly Specialised Drugs Program (Public Hospital) 
Additions 
Addition – Brand 

11885M Cinacalcet Viatris, AL – CINACALCET, cinacalcet 90 mg tablet, 28 

5623Y Cinacalcet Viatris, AL – CINACALCET, cinacalcet 90 mg tablet, 28 

5777C Mytolac, GH – LANREOTIDE, lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe 
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5778D Mytolac, GH – LANREOTIDE, lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe 

11513Y Mytolac, GH – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

5779E Mytolac, GH – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

Addition – Equivalence Indicator 
5777C Somatuline Autogel, IS – LANREOTIDE, lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe 

5778D Somatuline Autogel, IS – LANREOTIDE, lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe 

11513Y Somatuline Autogel, IS – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

5779E Somatuline Autogel, IS – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

Addition – Note 
5777C LANREOTIDE, lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

5778D LANREOTIDE, lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

11513Y LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

5779E LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

11182M USTEKINUMAB, ustekinumab 130 mg/26 mL injection, 26 mL vial (Stelara) 

Alterations 
Alteration – Note 

11482H INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis) 

11486M INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Renflexis) 

5753T INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade, Renflexis) 

Alteration – Maximum Quantity 
  From To 

13294Q ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL 
syringes], 1 pack (Enbrel) 

1 2 

Advance Notices 
1 September 2023 
Deletion – Brand 

5609F Movapo, TD – APOMORPHINE, apomorphine hydrochloride hemihydrate 20 mg/2 mL injection, 5 x 2 mL 
ampoules 

1 October 2023 
Deletion – Brand 

9508K Octreotide MaxRx, GQ – OCTREOTIDE, octreotide 50 microgram/mL injection, 5 x 1 mL ampoules 

Highly Specialised Drugs Program (Community Access) 
Additions 
Addition – Brand 

11315M Mytolac, GH – LANREOTIDE, lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe 

11316N Mytolac, GH – LANREOTIDE, lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe 

11289E Mytolac, GH – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

11736Q Mytolac, GH – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

Addition – Equivalence Indicator 
11315M Somatuline Autogel, IS – LANREOTIDE, lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe 

11316N Somatuline Autogel, IS – LANREOTIDE, lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe 

11289E Somatuline Autogel, IS – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 
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11736Q Somatuline Autogel, IS – LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 

Addition – Note 
11315M LANREOTIDE, lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

11316N LANREOTIDE, lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

11289E LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

11736Q LANREOTIDE, lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe (Mytolac, Somatuline Autogel) 

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

Substitution of Supply Only items/brands with products flagged as “equivalent for substitution” still apply as specified in the 
Schedule at the time the script was written. 

Further information on Supply Only arrangements is available at www.pbs.gov.au  

Supply Only Commencing 1 August 2023 
10336B EFAVIRENZ, efavirenz 200 mg tablet, 90 (Stocrin) 

10366N EFAVIRENZ, efavirenz 600 mg tablet, 30 (Stocrin) 

Advance Notices 
1 September 2023 
Deletion – Brand 

10353X Entecavir GH, GQ – ENTECAVIR, entecavir 1 mg tablet, 30 

10335Y Invirase, RO – SAQUINAVIR, saquinavir 500 mg tablet, 120 

Repatriation Pharmaceutical Benefits 
Alterations 
Alteration – Item Description 

From 

4308R LIDOCAINE (LIGNOCAINE), lidocaine (lignocaine) hydrochloride 2% oral liquid, 200 mL (Xylocaine Viscous) 
To 

4308R LIDOCAINE, lidocaine hydrochloride 2% oral liquid, 200 mL (Xylocaine Viscous) 

Advance Notices 
1 September 2023 
Deletion – Brand 

2194L FonatPlus, AF – ALENDRONATE + COLECALCIFEROL, alendronate 70 mg + colecalciferol 70 microgram 
(2800 units) tablet, 4 

2224C FonatPlus, AF – ALENDRONATE + COLECALCIFEROL, alendronate 70 mg + colecalciferol 140 microgram 
(5600 units) tablet, 4 

  

https://mps3.pbs.gov.au/ps/page/mps-soc/uri/1138398
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General Pharmaceutical Benefits 
 ADALIMUMAB 

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 
The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 
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Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL syringes and pharmaceutical benefits that have the 
form adalimumab 40 mg/0.8 mL syringes are equivalent for the purposes of substitution 

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

 

Authority required (STREAMLINED) 
11634 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
The measurement of response to the prior course of therapy must be documented in the patient's medical notes. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes 
13208E 

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

1 5 .. 676.79 30.00 a Yuflyma [EW]   

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
12327T 

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

1 5 .. 827.02 30.00 a Amgevita [XT] a Hadlima [RF] 
     a Hyrimoz [SZ] a Idacio [PK] 

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
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A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

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

 

Authority required (STREAMLINED) 
11634 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
The measurement of response to the prior course of therapy must be documented in the patient's medical notes. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices 
13226D 

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

1 5 .. 676.79 30.00 a Yuflyma [EW]   

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices 
12328W 

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

1 5 .. 827.02 30.00 a Amgevita [XT] a Hadlima [RF] 
     a Hyrimoz [SZ] a Idacio [PK] 



 

General Pharmaceutical Benefits  21 

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: First continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
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The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the 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 restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
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(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes 
12361N 

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

1 5 .. 676.79 30.00 a Humira [VE] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
9078T 

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

1 5 .. 827.02 30.00 a Amgevita [XT] a Hadlima [RF] 
     a Hyrimoz [SZ] a Idacio [PK] 

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 



 

24  Schedule of Pharmaceutical Benefits – August 2023 

For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: First continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

restriction to complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the 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 restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. EST Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 
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adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices 
12363Q 

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

1 5 .. 676.79 30.00 a Humira [VE] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices 
9104E 

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

1 5 .. 827.02 30.00 a Amgevita [XT] a Hadlima [RF] 
     a Hyrimoz [SZ] a Idacio [PK] 

 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note Biosimilar prescribing policy 
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz, Idacio or Yuflyma is encouraged for treatment naive 
patients. 

Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 
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Note Pharmaceutical benefits that have the form adalimumab 40 mg/0.4 mL pen devices and pharmaceutical benefits that have 
the form adalimumab 40 mg/0.8 mL pen devices are equivalent for the purposes of substitution 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The baseline BASDAI score and ESR or CRP level must be determined at the completion of the 3 month NSAID and 
exercise trial, but prior to ceasing NSAID treatment. All measurements must be no more than 4 weeks old at the time of 
initial application. 
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reason this 
criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a baseline BASDAI score; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and 
(iv) baseline ESR and/or CRP level. 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

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

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 
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Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 
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• Patient must have a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale that is no 
more than 4 weeks old at the time of application, AND 

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

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a BASDAI score. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted no later than 4 weeks from the date of completion of the most recent course of treatment. This will enable ongoing 
treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological 
medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of more than 5 
years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices 
12376J 

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

1 3 .. 676.79 30.00 a Humira [VE] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL pen devices 
9103D 

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

1 3 .. 827.02 30.00 a Amgevita [XT] a Hadlima [RF] 
     a Hyrimoz [SZ] a Idacio [PK] 
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 ADALIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note Biosimilar prescribing policy 
Prescribing of the biosimilar brand Amgevita, Hadlima, Hyrimoz, Idacio or Yuflyma is encouraged for treatment naive 
patients. 

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The baseline BASDAI score and ESR or CRP level must be determined at the completion of the 3 month NSAID and 
exercise trial, but prior to ceasing NSAID treatment. All measurements must be no more than 4 weeks old at the time of 
initial application. 
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reason this 
criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a baseline BASDAI score; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and 
(iv) baseline ESR and/or CRP level. 
An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
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• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
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• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a BASDAI score. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted no later than 4 weeks from the date of completion of the most recent course of treatment. This will enable ongoing 
treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological 
medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of more than 5 
years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes 
12442W 

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

1 3 .. 676.79 30.00 a Humira [VE] a Yuflyma [EW] 

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes 
9077R 

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

1 3 .. 827.02 30.00 a Amgevita [XT] a Hadlima [RF] 
     a Hyrimoz [SZ] a Idacio [PK] 

 CERTOLIZUMAB PEGOL 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
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October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of 
more than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 18 to 20 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 18 to 20 
weeks treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 18 to 20 weeks treatment, 
AND 

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

Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices 
11318Q 

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

1 2 .. 1026.68 30.00  Cimzia [UC]   
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certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes 
10897M 

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

1 2 .. 1026.68 30.00  Cimzia [UC]   

 CERTOLIZUMAB PEGOL 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date 
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the 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. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices 
11320T 

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

1 5 .. 1026.68 30.00  Cimzia [UC]   

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes 
10137M 

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

1 5 .. 1026.68 30.00  Cimzia [UC]   

 CERTOLIZUMAB PEGOL 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
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the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy. 
(2) Continuing treatment. 
For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. EST Monday to Friday). 
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Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND 
• The treatment must not exceed a maximum of 24 weeks with this drug per authorised course under this restriction. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
An adequate response to therapy with this biological medicine is defined as a reduction from baseline in the Bath Ankylosing 
Spondylitis Disease Activity Index (BASDAI) score by 2 or more units (on a scale of 0-10) and 1 of the following: 
(a) a CRP measurement no greater than 10 mg per L; or 
(b) a CRP measurement reduced by at least 20% from baseline. 
If the requirement to demonstrate an elevated CRP level could not be met under an initial treatment restriction, a reduction 
in the BASDAI score from baseline will suffice for the purposes of administering this continuing treatment restriction. 
The patient remains eligible to receive continuing treatment with the same biological medicine in courses of up to 24 weeks 
providing they continue to sustain an adequate response. It is recommended that a patient be reviewed in the month prior to 
completing their current course of treatment. 

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices 
12028C 

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

1 5 .. 1026.68 30.00  Cimzia [UC]   

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes 
12005W 

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

1 5 .. 1026.68 30.00  Cimzia [UC]   

 CERTOLIZUMAB PEGOL 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
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(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy. 
(2) Continuing treatment. 
For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial 1 (New patient), Initial 2 (Change or re-commencement of treatment after a break in biological 
medicine of less than 5 years) or Initial 3 (Recommencement of treatment after a break in biological medicine of more than 5 
years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 18 to 20 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 18 to 20 
weeks treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 18 to 20 weeks treatment, 
AND 

• The treatment must provide no more than the balance of up to 20 weeks treatment. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the continuing treatment restriction 

to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks therapy available under Continuing treatment. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
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certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices 
12013G 

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

1 .. .. 1026.68 30.00  Cimzia [UC]   

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes 
12040Q 

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

1 .. .. 1026.68 30.00  Cimzia [UC]   

 CERTOLIZUMAB PEGOL 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID 
treatment. The BASDAI must be no more than 1 month old at the time of initial application. 
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1 
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the 
reason this criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
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• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 
cycle, AND 

• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 
during the current treatment cycle, AND 

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

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

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

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

Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
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(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices 
11319R 

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

3 .. .. *3018.54 30.00  Cimzia [UC]   

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes 
10904X 

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

3 .. .. *3018.54 30.00  Cimzia [UC]   

 CERTOLIZUMAB PEGOL 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy. 
(2) Continuing treatment. 
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For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

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

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 1 (New patient) 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have had chronic lower back pain and stiffness for 3 or more months that is relieved by exercise but not 

rest, AND 
• Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-

inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND 
• Patient must have one or more of the following: (a) enthesitis (heel); (b) uveitis; (c) dactylitis; (d) psoriasis; (e) 

inflammatory bowel disease; or (f) positive for Human Leukocyte Antigen B27 (HLA-B27), AND 
• The condition must not be radiographically evidenced on plain x-ray of Grade II bilateral sacroiliitis or Grade III or IV 

unilateral sacroiliitis, AND 
• The condition must be non-radiographic axial spondyloarthritis, as defined by Assessment of Spondyloarthritis 

International Society (ASAS) criteria, AND 
• The condition must be sacroiliitis with active inflammation and/or oedema on non-contrast Magnetic Resonance Imaging 

(MRI), AND 
• The condition must have presence of Bone Marrow Oedema (BMO) depicted as a hyperintense signal on a Short Tau 

Inversion Recovery (STIR) image (or equivalent), AND 
• The condition must have BMO depicted as a hypointense signal on a T1 weighted image (without gadolinium), AND 
• Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response to NSAIDs and must be demonstrated at the time of 
the initial application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of at least 4 on a 0-10 scale; and 
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(b) C-reactive protein (CRP) level greater than 10 mg per L. 
The baseline BASDAI score and CRP level must be determined at the completion of the 3-month NSAID and exercise trial, 
but prior to ceasing NSAID treatment. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated CRP level could not be met, the reason must be stated in the application. 
Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral steroid within the past month 
(intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form(s); and 
(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
The baseline BASDAI score and CRP level must also be documented in the patient's medical records. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 2 (Change or re-commencement of treatment after a break in biological medicine 
of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• The condition must not have responded inadequately to biological medicine on 4 occasions within the same treatment 

cycle, AND 
• Patient must not have failed PBS-subsidised therapy with this biological medicine for this PBS indication more than once 

in the current treatment cycle, AND 
• Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
An application for Initial 2 treatment must indicate whether the patient has demonstrated an adequate response (an absence 
of treatment failure), failed or experienced an intolerance to the most recent supply of biological medicine treatment. 
A new baseline Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score and C-reactive protein (CRP) level may 
be provided at the time of this application. 
An adequate response to therapy with this biological medicine is defined as a reduction from baseline in the Bath Ankylosing 
Spondylitis Disease Activity Index (BASDAI) score by 2 or more units (on a scale of 0-10) and 1 of the following: 
(a) a CRP measurement no greater than 10 mg per L; or 
(b) a CRP measurement reduced by at least 20% from baseline. 
The assessment of the patient's response to the most recent supply of biological medicine must be conducted following a 
minimum of 12 weeks of treatment. 
BASDAI scores and CRP levels must be documented in the patient's medical records. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
The following must be provided at the time of application and documented in the patient's medical records: 
(a) the BASDAI score; and 
(b) the C-reactive protein (CRP) level. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 3 (Recommencement of treatment after a break in biological medicine of more 
than 5 years) 
Clinical criteria: 
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• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have had chronic lower back pain and stiffness for 3 or more months that is relieved by exercise but not 

rest, AND 
• Patient must have had a break in treatment of 5 years or more from the most recently approved PBS-subsidised 

biological medicine for this condition, AND 
• Patient must have one or more of the following: (a) enthesitis (heel); (b) uveitis; (c) dactylitis; (d) psoriasis; (e) 

inflammatory bowel disease; or (f) positive for Human Leukocyte Antigen B27 (HLA-B27), AND 
• The condition must not be radiographically evidenced on plain x-ray of Grade II bilateral sacroiliitis or Grade III or IV 

unilateral sacroiliitis, AND 
• The condition must be non-radiographic axial spondyloarthritis, as defined by Assessment of Spondyloarthritis 

International Society (ASAS) criteria, AND 
• The condition must be sacroiliitis with active inflammation and/or oedema on non-contrast Magnetic Resonance Imaging 

(MRI), AND 
• The condition must have presence of Bone Marrow Oedema (BMO) depicted as a hyperintense signal on a Short Tau 

Inversion Recovery (STIR) image (or equivalent), AND 
• The condition must have BMO depicted as a hypointense signal on a T1 weighted image (without gadolinium), AND 
• Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this 

restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
The following must be provided at the time of application and documented in the patient's medical records: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of at least 4 on a 0-10 scale; and 
(b) C-reactive protein (CRP) level greater than 10 mg per L. 
The BASDAI score and CRP level must be no more than 4 weeks old at the time of this application. 
If the requirement to demonstrate an elevated CRP level could not be met, the reason must be stated in the application. 
Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral steroid within the past month 
(intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 

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

 

certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices 
12027B 

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

3 .. .. *3018.54 30.00  Cimzia [UC]   

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes 
12063X 

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

3 .. .. *3018.54 30.00  Cimzia [UC]   

 COLESTYRAMINE 
Note Pharmaceutical benefits that have a 50 x 2 pack size equating to 100 sachets and a 30 x 3.334 pack size equating to 100 

sachets are equivalent for the purposes of substitution. 
 

colestyramine 4 g powder for oral liquid, 30 sachets 
13351Q 

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

3.33 5 .. *222.43 30.00 a JAMP-Cholestyramine [DZ]   

colestyramine 4 g powder for oral liquid, 50 sachets 
2967E 

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

2 5 .. *82.41 30.00 a Questran Lite [GO]   

 COLESTYRAMINE 
Note Pharmaceutical benefits that have a 50 x 2 pack size equating to 100 sachets and a 30 x 3.334 pack size equating to 100 

sachets are equivalent for the purposes of substitution. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Restricted benefit 
Primary hypercholesterolaemia 
Clinical criteria: 
• Patient must be receiving treatment under a GP Management Plan or Team Care Arrangements where Medicare 

benefits were or are payable for the preparation of the Plan or coordination of the Arrangements. 

NP 

NP 
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colestyramine 4 g powder for oral liquid, 30 sachets 
13347L 

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

3.33 11 .. *222.43 30.00 a JAMP-Cholestyramine [DZ]   

colestyramine 4 g powder for oral liquid, 50 sachets 
9249T 

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

2 11 .. *82.41 30.00 a Questran Lite [GO]   

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

darolutamide, (iv) enzalutamide. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
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 
Metastatic castration sensitive carcinoma of the prostate 
Clinical criteria: 
• The treatment must be/have been initiated within 6 months of treatment initiation with androgen deprivation therapy, AND 
• Patient must only receive subsidy for one novel hormonal drug per lifetime for prostate cancer (regardless of whether a 

drug was subsidised under a metastatic/non-metastatic indication); OR 
• Patient must only receive subsidy for a subsequent novel hormonal drug where there has been a severe intolerance to 

another novel hormonal drug leading to permanent treatment cessation, AND 
• Patient must not receive PBS-subsidised treatment with this drug if progressive disease develops while on this drug. 
Treatment criteria: 
• Patient must be undergoing concurrent androgen deprivation therapy. 

enzalutamide 40 mg capsule, 112 
13353T 

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

1 5 .. 3478.58 30.00  Xtandi [LL]   

 EPTINEZUMAB 
Note Eptinezumab at a dose of 300 mg, once every twelve weeks, is not subsidised on the PBS. 
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) 
14189 
Chronic migraine 
Treatment Phase: Initial treatment 
Treatment criteria: 
• Must be treated by a neurologist, AND 
• Patient must not be undergoing concurrent treatment with the following PBS benefits: (i) botulinum toxin type A listed for 

this PBS indication, (ii) another drug in the same pharmacological class as this drug listed for this PBS indication. 
Clinical criteria: 
• Patient must have experienced an average of 15 or more headache days per month, with at least 8 days of migraine, 

over a period of at least 6 months, prior to commencement of treatment with this medicine for this condition, AND 
• Patient must have experienced an inadequate response, intolerance or a contraindication to at least three prophylactic 

migraine medications prior to commencement of treatment with this drug for this condition, AND 
• Patient must be appropriately managed by their practitioner for medication overuse headache, prior to initiation of 

treatment with this drug. 
Population criteria: 
• Patient must be at least 18 years of age. 
Prophylactic migraine medications are propranolol, amitriptyline, pizotifen, candesartan, verapamil, nortriptyline, sodium 
valproate or topiramate. 
Patient must have the number of migraine days per month documented in their medical records. 

eptinezumab 100 mg/mL injection, 1 mL vial 
13342F 

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

1 .. .. 1448.31 30.00  Vyepti [LU]   

 EPTINEZUMAB 
Note Eptinezumab at a dose of 300 mg, once every twelve weeks, is not subsidised on the PBS. 
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. 

 



 

48  Schedule of Pharmaceutical Benefits – August 2023 

Authority required (STREAMLINED) 
12029 
Chronic migraine 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by a specialist neurologist or in consultation with a specialist neurologist, AND 
• Patient must not be undergoing concurrent treatment with the following PBS benefits: (i) botulinum toxin type A listed for 

this PBS indication, (ii) another drug in the same pharmacological class as this drug listed for this PBS indication. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must have achieved and maintained a 50% or greater reduction from baseline in the number of migraine days per 

month, AND 
• Patient must continue to be appropriately managed for medication overuse headache. 
Patient must have the number of migraine days per month documented in their medical records. 

eptinezumab 100 mg/mL injection, 1 mL vial 
13352R 

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

1 1 .. 1448.31 30.00  Vyepti [LU]   

 ETANERCEPT 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
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any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits 

that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution. 
 

Authority required (STREAMLINED) 
9481 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be used to determine response for all subsequent continuing treatments. 
The measurement of response to the prior course of therapy must be documented in the patient's medical notes. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

etanercept 50 mg/mL injection, 4 x 1 mL pen devices 
11215G 

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

1 5 .. 845.62 30.00 a Brenzys [RF]   

etanercept 50 mg/mL injection, 4 x 1 mL syringes 
11217J 

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

1 5 .. 845.62 30.00 a Brenzys [RF]   

 ETANERCEPT 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
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(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
Each application for subsequent continuing treatment with this drug must include an assessment of the patient's response to 
the prior course of therapy. If the response assessment is not provided at the time of application the patient will be deemed 
to have failed this course of treatment, unless the patient has experienced serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

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

Required (in writing) treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack 
11204Q 

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

2 5 .. *845.63 30.00  Enbrel [PF]   

 ETANERCEPT 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
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A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: First continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

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

Required (in writing) treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
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Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the 
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

 

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack 
8779C 

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

2 5 .. *845.63 30.00  Enbrel [PF]   

 ETANERCEPT 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits 

that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution. 
 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Treatment criteria: 
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• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
Each application for subsequent continuing treatment with this drug must include an assessment of the patient's response to 
the prior course of therapy. If the response assessment is not provided at the time of application the patient will be deemed 
to have failed this course of treatment, unless the patient has experienced serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

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

Required (in writing) treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

etanercept 50 mg/mL injection, 4 x 1 mL pen devices 
11201M 

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

1 5 .. 845.62 30.00 a Brenzys [RF] a Enbrel [PF] 

etanercept 50 mg/mL injection, 4 x 1 mL syringes 
11196G 

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

1 5 .. 845.62 30.00 a Brenzys [RF] a Enbrel [PF] 

 ETANERCEPT 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
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adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits 

that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution. 
 

Authority required 
Ankylosing spondylitis 
Treatment Phase: First continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
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(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date 
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

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

Required (in writing) treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

etanercept 50 mg/mL injection, 4 x 1 mL pen devices 
9456Q 

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

1 5 .. 845.62 30.00 a Brenzys [RF] a Enbrel [PF] 

etanercept 50 mg/mL injection, 4 x 1 mL syringes 
9086F 

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

1 5 .. 845.62 30.00 a Brenzys [RF] a Enbrel [PF] 

 ETANERCEPT 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
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cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
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The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID 
treatment. The BASDAI must be no more than 1 month old at the time of initial application. 
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1 
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the 
reason this criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients. 
Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 

to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved. 
Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be 

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

restriction, please refer to the Department of Human Services website at www.humanservices.gov.au 
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial 2 (change or recommencement of treatment after a break in biological medicine of less than 5 
years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date 
of completion of treatment. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date 
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of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
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If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients. 
Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 

to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved. 
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of 
more than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack 
8778B 

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

2 3 .. *845.63 30.00  Enbrel [PF]   

 ETANERCEPT 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
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receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Pharmaceutical benefits that have the form etanercept injection 50 mg/mL, 4 x 1 mL syringes and pharmaceutical benefits 

that have the form etanercept injection 50 mg/mL, 4 x 1 mL pen devices are equivalent for the purposes of substitution. 
 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID 
treatment. The BASDAI must be no more than 1 month old at the time of initial application. 
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1 
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the 
reason this criterion cannot be satisfied. 
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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 Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Biosimilar prescribing policy Prescribing of the biosimilar brand Brenzys is encouraged for treatment naive patients. 
Note Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected 

to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further 
information can be found on the Medicines webpage (www.health.gov.au/health-topics/medicines). 

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved. 
Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be 

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

restriction, please refer to the Department of Human Services website at www.humanservices.gov.au 
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial 2 (change or recommencement of treatment after a break in biological medicine of less than 5 
years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date 
of completion of treatment. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date 
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
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(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

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

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved. 
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of 
more than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

etanercept 50 mg/mL injection, 4 x 1 mL pen devices 
9455P 

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

1 3 .. 845.62 30.00 a Brenzys [RF] a Enbrel [PF] 

etanercept 50 mg/mL injection, 4 x 1 mL syringes 
9085E 

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

1 3 .. 845.62 30.00 a Brenzys [RF] a Enbrel [PF] 

 GOLIMUMAB 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
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treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy. 
(2) Continuing treatment. 
For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND 
• The treatment must not exceed a maximum of 24 weeks with this drug per authorised course under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
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An adequate response to therapy with this biological medicine is defined as a reduction from baseline in the Bath Ankylosing 
Spondylitis Disease Activity Index (BASDAI) score by 2 or more units (on a scale of 0-10) and 1 of the following: 
(a) a CRP measurement no greater than 10 mg per L; or 
(b) a CRP measurement reduced by at least 20% from baseline. 
If the requirement to demonstrate an elevated CRP level could not be met under an initial treatment restriction, a reduction 
in the BASDAI score from baseline will suffice for the purposes of administering this continuing treatment restriction. 
The patient remains eligible to receive continuing treatment with the same biological medicine in courses of up to 24 weeks 
providing they continue to sustain an adequate response. It is recommended that a patient be reviewed in the month prior to 
completing their current course of treatment. 
Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Continuing treatment restriction to complete 24 

weeks of treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device 
11521J 

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

1 5 .. 1161.49 30.00  Simponi [JC]   

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe 
11516D 

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

1 5 .. 1161.49 30.00  Simponi [JC]   

 GOLIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
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receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the 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. 
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Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device 
11376R 

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

1 5 .. 1161.49 30.00  Simponi [JC]   

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe 
3436W 

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

1 5 .. 1161.49 30.00  Simponi [JC]   

 GOLIMUMAB 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy. 
(2) Continuing treatment. 
For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
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the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

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 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 1 (New patient) 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have had chronic lower back pain and stiffness for 3 or more months that is relieved by exercise but not 

rest, AND 
• Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-

inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND 
• Patient must have one or more of the following: (a) enthesitis (heel); (b) uveitis; (c) dactylitis; (d) psoriasis; (e) 

inflammatory bowel disease; or (f) positive for Human Leukocyte Antigen B27 (HLA-B27), AND 
• The condition must not be radiographically evidenced on plain x-ray of Grade II bilateral sacroiliitis or Grade III or IV 

unilateral sacroiliitis, AND 
• The condition must be non-radiographic axial spondyloarthritis, as defined by Assessment of Spondyloarthritis 

International Society (ASAS) criteria, AND 
• The condition must be sacroiliitis with active inflammation and/or oedema on non-contrast Magnetic Resonance Imaging 

(MRI), AND 
• The condition must have presence of Bone Marrow Oedema (BMO) depicted as a hyperintense signal on a Short Tau 

Inversion Recovery (STIR) image (or equivalent), AND 
• The condition must have BMO depicted as a hypointense signal on a T1 weighted image (without gadolinium), AND 
• The treatment must not exceed a maximum of 16 weeks with this drug under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response to NSAIDs and must be demonstrated at the time of 
the initial application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of at least 4 on a 0-10 scale; and 
(b) C-reactive protein (CRP) level greater than 10 mg per L. 
The baseline BASDAI score and CRP level must be determined at the completion of the 3-month NSAID and exercise trial, 
but prior to ceasing NSAID treatment. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated CRP level could not be met, the reason must be stated in the application. 
Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral steroid within the past month 
(intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
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The authority application must be made in writing and must include: 
(a) a completed authority prescription form(s); and 
(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
The baseline BASDAI score and CRP level must also be documented in the patient's medical records. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 2 (Change or re-commencement of treatment after a break of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• The condition must not have responded inadequately to biological medicine on 4 occasions within the same treatment 

cycle, AND 
• The treatment must not exceed a maximum of 16 weeks with this drug under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
Clinical criteria: 
• Patient must not have failed PBS-subsidised therapy with this biological medicine for this PBS indication more than once 

in the current treatment cycle. 
An application for Initial 2 treatment must indicate whether the patient has demonstrated an adequate response (an absence 
of treatment failure), failed or experienced an intolerance to the most recent supply of biological medicine treatment. 
A new baseline Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score and C-reactive protein (CRP) level may 
be provided at the time of this application. 
An adequate response to therapy with this biological medicine is defined as a reduction from baseline in the Bath Ankylosing 
Spondylitis Disease Activity Index (BASDAI) score by 2 or more units (on a scale of 0-10) and 1 of the following: 
(a) a CRP measurement no greater than 10 mg per L; or 
(b) a CRP measurement reduced by at least 20% from baseline. 
The assessment of the patient's response to the most recent supply of biological medicine must be conducted following a 
minimum of 12 weeks of treatment. 
BASDAI scores and CRP levels must be documented in the patient's medical records. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
The following must be provided at the time of application and documented in the patient's medical records: 
(a) the BASDAI score; and 
(b) the C-reactive protein (CRP) level. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 3 (Recommencement of treatment after a break in biological medicine of more 
than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have had chronic lower back pain and stiffness for 3 or more months that is relieved by exercise but not 

rest, AND 
• Patient must have had a break in treatment of 5 years or more from the most recently approved PBS-subsidised 

biological medicine for this condition, AND 
• Patient must have one or more of the following: (a) enthesitis (heel); (b) uveitis; (c) dactylitis; (d) psoriasis; (e) 

inflammatory bowel disease; or (f) positive for Human Leukocyte Antigen B27 (HLA-B27), AND 
• The condition must not be radiographically evidenced on plain x-ray of Grade II bilateral sacroiliitis or Grade III or IV 

unilateral sacroiliitis, AND 
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• The condition must be non-radiographic axial spondyloarthritis, as defined by Assessment of Spondyloarthritis 
International Society (ASAS) criteria, AND 

• The condition must be sacroiliitis with active inflammation and/or oedema on non-contrast Magnetic Resonance Imaging 
(MRI), AND 

• The condition must have presence of Bone Marrow Oedema (BMO) depicted as a hyperintense signal on a Short Tau 
Inversion Recovery (STIR) image (or equivalent), AND 

• The condition must have BMO depicted as a hypointense signal on a T1 weighted image (without gadolinium), AND 
• The treatment must not exceed a maximum of 16 weeks duration under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
The following must be provided at the time of application and documented in the patient's medical records: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of at least 4 on a 0-10 scale; and 
(b) C-reactive protein (CRP) level greater than 10 mg per L. 
The BASDAI score and CRP level must be no more than 4 weeks old at the time of this application. 
If the requirement to demonstrate an elevated CRP level could not be met, the reason must be stated in the application. 
Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral steroid within the past month 
(intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial 1 (New patient), Initial 2 (Change or re-commencement of treatment after a break in biological 
medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of more than 5 
years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 

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

 

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device 
11538G 

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

1 3 .. 1161.49 30.00  Simponi [JC]   

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe 
11560K 

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

1 3 .. 1161.49 30.00  Simponi [JC]   

 GOLIMUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
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completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
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If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID 
treatment. The BASDAI must be no more than 1 month old at the time of initial application. 
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1 
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the 
reason this criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

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

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
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Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of 
more than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device 
11361Y 

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

1 3 .. 1161.49 30.00  Simponi [JC]   

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe 
3434R 

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

1 3 .. 1161.49 30.00  Simponi [JC]   

 INFLIXIMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
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A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

Note Where there is already an approved authority prescription for the IV formulation, an authority application for this 
subcutaneously administered form can be made under one of: 
(1) The Balance of Supply listing - apply under this listing if the treatment phase (Initial treatment, First Continuing 
treatment, Subsequent Continuing treatment) is yet to be completed; the following authority application is to be under a 
Continuing treatment listing. 
(2) A Continuing treatment listing - apply under one of these types of listings where a treatment phase is concluding/has 
concluded; this typically occurs for the dose due at treatment week 16, 40, 64, 88 etc. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note The application should indicate which formulation eg. pre-filled pen or pre-filled syringe to ensure appropriate item is 

approved. 
 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment with subcutaneous form or switching from intravenous form to subcutaneous form 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• The treatment must have both: (i) provided the patient with an adequate response with the preceding supply, (ii) been 

assessed for response after at least 12 weeks of therapy, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
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(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 

infliximab 120 mg/mL injection, 1 mL pen device 
13048R 

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

2 5 .. *759.43 30.00  Remsima SC [EW]   

infliximab 120 mg/mL injection, 1 mL syringe 
13069W 

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

2 5 .. *759.43 30.00  Remsima SC [EW]   

 INFLIXIMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 



 

78  Schedule of Pharmaceutical Benefits – August 2023 

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

Note Where there is already an approved authority prescription for the IV formulation, an authority application for this 
subcutaneously administered form can be made under one of: 
(1) The Balance of Supply listing - apply under this listing if the treatment phase (Initial treatment, First Continuing 
treatment, Subsequent Continuing treatment) is yet to be completed; the following authority application is to be under a 
Continuing treatment listing. 
(2) A Continuing treatment listing - apply under one of these types of listings where a treatment phase is concluding/has 
concluded; this typically occurs for the dose due at treatment week 16, 40, 64, 88 etc. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note The application should indicate which formulation eg. pre-filled pen or pre-filled syringe to ensure appropriate item is 

approved. 
 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment with the subcutaneous form where a concurrent PBS authority application for the 
intravenously (IV) administered formulation is being made 
Treatment criteria: 
• Must be treated by a specialist prescriber who is the same prescriber completing the PBS authority application for the IV 

administered formulation of this drug/biological medicine, AND 
• Patient must be undergoing treatment with this benefit where: (i) there is a concurrent PBS authority application for the IV 

administered formulation submitted for approval, (ii) the concurrent PBS authority application is approved/in the process 
of being approved. 

Population criteria: 
• Patient must be at least 18 years of age. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
The PBS administrator will confirm that: 
(i) there is a concurrent authority application for the intravenous (IV) formulation of this benefit for the patient; 
(ii) the concurrent authority application for the IV formulation is to be approved before approving this authority application. 

infliximab 120 mg/mL injection, 1 mL pen device 
13049T 

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

2 2 .. *759.43 30.00  Remsima SC [EW]   

infliximab 120 mg/mL injection, 1 mL syringe 
13057F 

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

2 2 .. *759.43 30.00  Remsima SC [EW]   

 IXEKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
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There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note Special Pricing Arrangements apply. 
 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application Form. 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
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A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the 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. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices 
12209N 

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

1 2 .. 3259.13 30.00  Taltz [LY]   

 IXEKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
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(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note Special Pricing Arrangements apply. 
 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The baseline BASDAI score and ESR or CRP level must be determined at the completion of the 3 month NSAID and 
exercise trial, but prior to ceasing NSAID treatment. All measurements must be no more than 4 weeks old at the time of 
initial application. 
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reason this 
criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application Form which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a baseline BASDAI score; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and 
(iv) baseline ESR and/or CRP level 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted no later than 4 weeks from the date of completion of the most recent course of treatment. This will enable ongoing 
treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
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If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application Form. 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy and submitted no later than 4 weeks from the date of completion of treatment. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. EST Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 
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Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application Form which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a BASDAI score. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted no later than 4 weeks from the date of completion of the most recent course of treatment. This will enable ongoing 
treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of 
more than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
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• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

ixekizumab 80 mg/mL injection, 2 x 1 mL pen devices 
12217B 

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

1 1 .. 3259.13 30.00  Taltz [LY]   

 MIFEPRISTONE (&) MISOPROSTOL 
Note Care must be taken to comply with the provisions of State/Territory law when prescribing 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. 

 

Authority required (STREAMLINED) 
14202 
Termination of an intra-uterine pregnancy 
Clinical criteria: 
• The condition must be an intra-uterine pregnancy of up to 63 days of gestation. 

mifepristone 200 mg tablet [1] (&) misoprostol 200 microgram tablet [4], 1 pack 
10211K 

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

‡1 .. .. 354.69 30.00  MS-2 Step [XH]   

 PALBOCICLIB 
Note Cyclin-dependent kinase 4 and 6 (CDK4/6) inhibitors for the purposes of this restriction are abemaciclib, palbociclib and 

ribociclib. 
Note Non-steroidal aromatase inhibitors for the purposes of this restriction are anastrozole and letrozole. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 

 

Authority required 
Locally advanced or metastatic breast cancer 
Treatment Phase: Initial treatment 
Clinical criteria: 
• Patient must be untreated with cyclin-dependent kinase 4/6 (CDK4/6) inhibitor therapy; OR 
• Patient must have developed an intolerance to another CDK4/6 inhibitor therapy (other than this drug) of a severity 

necessitating permanent treatment withdrawal, AND 
• The condition must be hormone receptor positive, AND 
• The condition must be human epidermal growth factor receptor 2 (HER2) negative, AND 
• The condition must be inoperable, AND 
• Patient must have a World Health Organisation (WHO) Eastern Cooperative Oncology Group (ECOG) performance 

status score of 2 or less, AND 
• The treatment must be in combination, where the patient has never been treated with endocrine therapy for 

advanced/metastatic disease, with a non-steroidal aromatase inhibitor; OR 
• The treatment must be in combination, where the patient has recurrence/progressive disease despite being treated with 

endocrine therapy for advanced/metastatic disease, with fulvestrant only, AND 
• The treatment must not be in combination with another cyclin-dependent kinase 4/6 (CDK4/6) inhibitor therapy. 
Population criteria: 
• Patient must not be premenopausal. 
Authority required 
Locally advanced or metastatic breast cancer 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have developed disease progression while being treated with this drug for this condition, AND 
• The treatment must be in combination with one of: (i) non-steroidal aromatase inhibitor, (ii) fulvestrant, AND 
• The treatment must not be in combination with another cyclin-dependent kinase 4/6 (CDK4/6) inhibitor therapy. 
Population criteria: 
• Patient must not be premenopausal. 
A patient who has progressive disease when treated with this drug is no longer eligible for PBS-subsidised treatment with 
this drug.  

NP 
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palbociclib 100 mg tablet, 21 
12819Q 

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

1 5 .. 4249.98 30.00  Ibrance [PF]   

palbociclib 125 mg tablet, 21 
12822W 

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

1 5 .. 4249.98 30.00  Ibrance [PF]   

palbociclib 75 mg tablet, 21 
12818P 

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

1 5 .. 4249.98 30.00  Ibrance [PF]   

 SECUKINUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note Special Pricing Arrangements apply. 
Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the 

Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
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Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of 
more than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

secukinumab 150 mg/mL injection, 1 mL pen device 
10893H 

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

1 2 .. 710.56 30.00  Cosentyx [NV]   

 SECUKINUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
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baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

Note Special Pricing Arrangements apply. 
 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the 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. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the 
Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
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secukinumab 150 mg/mL injection, 1 mL pen device 
10906B 

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

1 5 .. 710.56 30.00  Cosentyx [NV]   

 SECUKINUMAB 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy. 
(2) Continuing treatment. 
For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
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used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note Special Pricing Arrangements apply. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial 1 (New patient), Initial 2 (Change or recommencement of treatment after a break in biological 
medicine of less than 5 years) or Initial 3 (Recommencement of treatment after a break in biological medicine of more than 5 
years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patients) restriction 

to complete 20 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 20 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 20 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 20 weeks treatment. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the continuing treatment restriction 

to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks therapy available under Continuing treatment. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 

secukinumab 150 mg/mL injection, 1 mL pen device 
12297F 

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

1 .. .. 710.56 30.00  Cosentyx [NV]   

 SECUKINUMAB 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
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leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy. 
(2) Continuing treatment. 
For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND 
• The treatment must not exceed a maximum of 24 weeks with this drug per authorised course under this restriction. 
Treatment criteria: 
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• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
An adequate response to therapy with this biological medicine is defined as a reduction from baseline in the Bath Ankylosing 
Spondylitis Disease Activity Index (BASDAI) score by 2 or more units (on a scale of 0-10) and 1 of the following: 
(a) a CRP measurement no greater than 10 mg per L; or 
(b) a CRP measurement reduced by at least 20% from baseline. 
If the requirement to demonstrate an elevated CRP level could not be met under an initial treatment restriction, a reduction 
in the BASDAI score from baseline will suffice for the purposes of administering this continuing treatment restriction. 
The patient remains eligible to receive continuing treatment with the same biological medicine in courses of up to 24 weeks 
providing they continue to sustain an adequate response. It is recommended that a patient be reviewed in the month prior to 
completing their current course of treatment. 

secukinumab 150 mg/mL injection, 1 mL pen device 
12307R 

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

1 5 .. 710.56 30.00  Cosentyx [NV]   

 SECUKINUMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 
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Note Special Pricing Arrangements apply. 
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. EST Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID 
treatment. The BASDAI must be no more than 1 month old at the time of initial application. 
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1 
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the 
reason this criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

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

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
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Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

secukinumab 150 mg/mL injection, 1 mL pen device 
10890E 

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

4 .. .. *2784.45 30.00  Cosentyx [NV]   

 SECUKINUMAB 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
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of therapy. 
(2) Continuing treatment. 
For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 1 (New patient) 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have had chronic lower back pain and stiffness for 3 or more months that is relieved by exercise but not 

rest, AND 
• Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-

inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND 
• Patient must have one or more of the following: (a) enthesitis (heel); (b) uveitis; (c) dactylitis; (d) psoriasis; (e) 

inflammatory bowel disease; or (f) positive for Human Leukocyte Antigen B27 (HLA-B27), AND 
• The condition must not be radiographically evidenced on plain x-ray of Grade II bilateral sacroiliitis or Grade III or IV 

unilateral sacroiliitis, AND 
• The condition must be non-radiographic axial spondyloarthritis, as defined by Assessment of Spondyloarthritis 

International Society (ASAS) criteria, AND 
• The condition must be sacroiliitis with active inflammation and/or oedema on non-contrast Magnetic Resonance Imaging 

(MRI), AND 
• The condition must have presence of Bone Marrow Oedema (BMO) depicted as a hyperintense signal on a Short Tau 

Inversion Recovery (STIR) image (or equivalent), AND 
• The condition must have BMO depicted as a hypointense signal on a T1 weighted image (without gadolinium), AND 
• Patient must not receive more than 20 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
The stated maximum quantity of 5 with zero repeats is intended for a patient undergoing the loading dose regimen of 150 
mg administered at weeks 0, 1, 2, 3, and 4 (a total of 5 doses) followed by monthly administration thereafter. 
State in the application whether a loading dose regimen is intended or not. 
Where a loading dose regimen is intended, request a maximum quantity of 5 and zero repeats to cover doses at weeks 0, 1, 
2, 3 and 4. Doses at week 8, 12, and 16 can be sought under the relevant 'Balance of supply' listing. 
Where no loading dose regimen is intended, request a maximum quantity of 1 and seek an increase in the number of 
repeats from zero to 4 repeats to cover dosing at weeks 4, 8, 12 and 16. Where increased repeats are sought, the maximum 
quantity sought must not be greater than 1. 
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The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response to NSAIDs and must be demonstrated at the time of 
the initial application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of at least 4 on a 0-10 scale; and 
(b) C-reactive protein (CRP) level greater than 10 mg per L. 
The baseline BASDAI score and CRP level must be determined at the completion of the 3-month NSAID and exercise trial, 
but prior to ceasing NSAID treatment. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated CRP level could not be met, the reason must be stated in the application. 
Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral steroid within the past month 
(intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form(s); and 
(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
The baseline BASDAI score and CRP level must also be documented in the patient's medical records. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 2 (Change or recommencement of treatment after a break in biological medicine 
of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• The condition must not have responded inadequately to biological medicine on 4 occasions within the same treatment 

cycle, AND 
• Patient must not have failed PBS-subsidised therapy with this biological medicine for this PBS indication more than once 

in the current treatment cycle, AND 
• Patient must not receive more than 20 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
An application for Initial 2 treatment must indicate whether the patient has demonstrated an adequate response (an absence 
of treatment failure), failed or experienced an intolerance to the most recent supply of biological medicine treatment. 
A new baseline Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score and C-reactive protein (CRP) level may 
be provided at the time of this application. 
An adequate response to therapy with this biological medicine is defined as a reduction from baseline in the Bath Ankylosing 
Spondylitis Disease Activity Index (BASDAI) score by 2 or more units (on a scale of 0-10) and 1 of the following: 
(a) a CRP measurement no greater than 10 mg per L; or 
(b) a CRP measurement reduced by at least 20% from baseline. 
The assessment of the patient's response to the most recent supply of biological medicine must be conducted following a 
minimum of 12 weeks of treatment. 
BASDAI scores and CRP levels must be documented in the patient's medical records. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
The following must be provided at the time of application and documented in the patient's medical records: 
(a) the BASDAI score; and 
(b) the C-reactive protein (CRP) level. 
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The stated maximum quantity of 5 with zero repeats is intended for a patient undergoing the loading dose regimen of 150 
mg administered at weeks 0, 1, 2, 3, and 4 (a total of 5 doses) followed by monthly administration thereafter. 
State in the application whether a loading dose regimen is intended or not. 
Where a loading dose regimen is intended, request a maximum quantity of 5 and zero repeats to cover doses at weeks 0, 1, 
2, 3 and 4. Doses at week 8, 12, and 16 can be sought under the relevant 'Balance of supply' listing. 
Where no loading dose regimen is intended, request a maximum quantity of 1 and seek an increase in the number of 
repeats from zero to 4 repeats to cover dosing at weeks 4, 8, 12 and 16. Where increased repeats are sought, the maximum 
quantity sought must not be greater than 1. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 3 (Recommencement of treatment after a break in biological medicine of more 
than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have had chronic lower back pain and stiffness for 3 or more months that is relieved by exercise but not 

rest, AND 
• Patient must have had a break in treatment of 5 years or more from the most recently approved PBS-subsidised 

biological medicine for this condition, AND 
• Patient must have one or more of the following: (a) enthesitis (heel); (b) uveitis; (c) dactylitis; (d) psoriasis; (e) 

inflammatory bowel disease; or (f) positive for Human Leukocyte Antigen B27 (HLA-B27), AND 
• The condition must not be radiographically evidenced on plain x-ray of Grade II bilateral sacroiliitis or Grade III or IV 

unilateral sacroiliitis, AND 
• The condition must be non-radiographic axial spondyloarthritis, as defined by Assessment of Spondyloarthritis 

International Society (ASAS) criteria, AND 
• The condition must be sacroiliitis with active inflammation and/or oedema on non-contrast Magnetic Resonance Imaging 

(MRI), AND 
• The condition must have presence of Bone Marrow Oedema (BMO) depicted as a hyperintense signal on a Short Tau 

Inversion Recovery (STIR) image (or equivalent), AND 
• The condition must have BMO depicted as a hypointense signal on a T1 weighted image (without gadolinium), AND 
• Patient must not receive more than 20 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
The following must be provided at the time of application and documented in the patient's medical records: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of at least 4 on a 0-10 scale; and 
(b) C-reactive protein (CRP) level greater than 10 mg per L. 
The BASDAI score and CRP level must be no more than 4 weeks old at the time of this application. 
If the requirement to demonstrate an elevated CRP level could not be met, the reason must be stated in the application. 
Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral steroid within the past month 
(intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
The stated maximum quantity of 5 with zero repeats is intended for a patient undergoing the loading dose regimen of 150 
mg administered at weeks 0, 1, 2, 3, and 4 (a total of 5 doses) followed by monthly administration thereafter. 
State in the application whether a loading dose regimen is intended or not. 
Where a loading dose regimen is intended, request a maximum quantity of 5 and zero repeats to cover doses at weeks 0, 1, 
2, 3 and 4. Doses at week 8, 12, and 16 can be sought under the relevant 'Balance of supply' listing. 
Where no loading dose regimen is intended, request a maximum quantity of 1 and seek an increase in the number of 
repeats from zero to 4 repeats to cover dosing at weeks 4, 8, 12 and 16. Where increased repeats are sought, the maximum 
quantity sought must not be greater than 1. 

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

 

secukinumab 150 mg/mL injection, 1 mL pen device 
12321L 

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

5 .. .. *3453.52 30.00  Cosentyx [NV]   

 TOCILIZUMAB 
Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime. 
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. Monday to Friday). 
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system 
(see www.servicesaustralia.gov.au/hpos) 
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health 
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

Note 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 
Active giant cell arteritis 
Treatment Phase: Initial treatment 
Treatment criteria: 
• Must be treated by a rheumatologist, clinical immunologist or neurologist experienced in the management of giant cell 

arteritis. 
Clinical criteria: 
• Patient must have clinical symptoms of active giant cell arteritis in the absence of any other identifiable cause, AND 
• Patient must have an ESR equal to or greater than 30 mm/hour within the past 6 weeks; OR 
• Patient must have a CRP equal to or greater than 10 mg/L within the past 6 weeks; OR 
• Patient must have active giant cell arteritis confirmed by positive temporal artery biopsy or imaging, AND 
• Patient must have had a history of an ESR equal to or greater than 50 mm/hour or a CRP equal to or greater than 24.5 

mg/L at diagnosis, AND 
• Patient must have had temporal artery biopsy revealing features of giant cell arteritis at diagnosis; OR 
• Patient must have had evidence of large-vessel vasculitis by magnetic resonance (MR) or computed tomography (CT) 

angiography or PET/CT at diagnosis; OR 
• Patient must have had evidence of positive temporal artery halo sign by ultrasound (US) at diagnosis, AND 
• The treatment must be in combination with a tapering course of corticosteroids, AND 
• The treatment must not exceed 52 weeks in total including initial and continuing applications. 
Population criteria: 
• Patient must be aged 50 years or older. 
Clinical symptoms of giant cell arteritis at diagnosis include unequivocal cranial symptoms of giant cell arteritis (new onset 
localized headache, scalp tenderness, temporal artery tenderness or decreased pulsation, ischemia related vision loss, or 
otherwise unexplained mouth or jaw pain upon mastication); or symptoms of polymyalgia rheumatica, defined as shoulder 
and/or hip girdle pain associated with inflammatory morning stiffness. 
The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via 
HPOS and must include: 
(a) details (dates, results, and unique identifying number/code or provider number) of evidence that the patient has active 
giant cell arteritis including pathology reports outlining the patient's ESR or CRP levels within the last 6 weeks, or positive 
temporal artery biopsy or imaging; and 
(b) details (dates, results, and unique identifying number/code or provider number) of evidence that the patient has been 
diagnosed with giant cell arteritis with a history of an ESR equal to or greater than 50 mm/hour or a CRP equal to or greater 
than 24.5 mg/L at diagnosis. 
All reports must be documented in the patient's medical records. 
If the application is submitted through HPOS form upload or mail, it must include: 
(i) A completed authority prescription form; and 
(ii) A completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices 
11744D 

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

1 5 .. 812.80 30.00  Actemra ACTPen [RO]   

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes 
11743C 

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

1 5 .. 812.80 30.00  Actemra Subcutaneous 
Injection [RO] 

  

 TOFACITINIB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
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adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
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The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The baseline BASDAI score and ESR or CRP level must be determined at the completion of the 3 month NSAID and 
exercise trial, but prior to ceasing NSAID treatment. All measurements must be no more than 4 weeks old at the time of 
initial application. 
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reason this 
criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application Form which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a baseline BASDAI score; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and 
(iv) baseline ESR and/or CRP level 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted no later than 4 weeks from the date of completion of the most recent course of treatment. This will enable ongoing 
treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application Form. 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
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Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy and submitted no later than 4 weeks from the date of completion of treatment. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application Form which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a BASDAI score. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted no later than 4 weeks from the date of completion of the most recent course of treatment. This will enable ongoing 
treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
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Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of 
more than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

tofacitinib 5 mg tablet, 56 
13349N 

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

1 3 .. 1211.93 30.00  Xeljanz [PF]   

 TOFACITINIB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
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will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application Form. 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 



 

104  Schedule of Pharmaceutical Benefits – August 2023 

Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Continuing treatment restriction to complete 24 

weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have received non-PBS-subsidised treatment with this drug for this PBS indication prior to 1 August 2023, 

AND 
• Patient must have had at least 2 of the following prior to commencing non-PBS-subsidised treatment: (i) low back pain 

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

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

• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response to NSAIDs and must have been demonstrated prior 
to initiation of non-PBS subsidised treatment with this biological medicine for this condition: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The baseline BASDAI score and ESR or CRP level must have been determined at the completion of the 3 month NSAID 
and exercise trial, but prior to ceasing NSAID treatment. If the above requirement to demonstrate an elevated ESR or CRP 
could not be met, the application must state the reason this criterion could not be satisfied. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application Form which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a baseline BASDAI score; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and 
(iv) baseline ESR and/or CRP level 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
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(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted no later than 4 weeks from the date of completion of the most recent course of treatment. This will enable ongoing 
treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime. 
Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria. 
Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be 

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

restriction, please refer to the Services Australia website at www.servicesaustralia.gov.au 
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

tofacitinib 5 mg tablet, 56 
13345J 

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

1 5 .. 1211.93 30.00  Xeljanz [PF]   

 UPADACITINIB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
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treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
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Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Continuing treatment restriction to complete 24 

weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

upadacitinib 15 mg modified release tablet, 28 
12621G 

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

1 5 .. 1272.31 30.00  Rinvoq [VE]   

 UPADACITINIB 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy. 
(2) Continuing treatment. 
For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
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experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

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 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have demonstrated an adequate response to treatment with this drug for this condition, AND 
• The treatment must not exceed a maximum of 24 weeks with this drug per authorised course under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
An adequate response to therapy with this biological medicine is defined as a reduction from baseline in the Bath Ankylosing 
Spondylitis Disease Activity Index (BASDAI) score by 2 or more units (on a scale of 0-10) and 1 of the following: 
(a) a CRP measurement no greater than 10 mg per L; or 
(b) a CRP measurement reduced by at least 20% from baseline. 
If the requirement to demonstrate an elevated CRP level could not be met under an initial treatment restriction, a reduction 
in the BASDAI score from baseline will suffice for the purposes of administering this continuing treatment restriction. 
The patient remains eligible to receive continuing treatment with the same biological medicine in courses of up to 24 weeks 
providing they continue to sustain an adequate response. It is recommended that a patient be reviewed in the month prior to 
completing their current course of treatment. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Continuing treatment restriction to complete 24 

weeks of treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements 
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Clinical criteria: 
• Patient must have commenced treatment with this biological medicine for this condition prior to 1 August 2023, AND 
• The condition must not have responded inadequately to biological medicine on 4 occasions within the same treatment 

cycle, AND 
• Patient must have had chronic lower back pain and stiffness for 3 or more months that is relieved by exercise but not 

rest, AND 
• Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-

inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND 
• Patient must have one or more of the following: (a) enthesitis (heel); (b) uveitis; (c) dactylitis; (d) psoriasis; (e) 

inflammatory bowel disease; or (f) positive for Human Leukocyte Antigen B27 (HLA-B27), AND 
• The condition must not be radiographically evidenced on plain x-ray of Grade II bilateral sacroiliitis or Grade III or IV 

unilateral sacroiliitis, AND 
• The condition must be non-radiographic axial spondyloarthritis, as defined by Assessment of Spondyloarthritis 

International Society (ASAS) criteria, AND 
• The condition must be sacroiliitis with active inflammation and/or oedema on non-contrast Magnetic Resonance Imaging 

(MRI), AND 
• The condition must have presence of Bone Marrow Oedema (BMO) depicted as a hyperintense signal on a Short Tau 

Inversion Recovery (STIR) image (or equivalent), AND 
• The condition must have BMO depicted as a hypointense signal on a T1 weighted image (without gadolinium), AND 
• The treatment must not exceed a maximum of 24 weeks with this drug per authorised course under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response to NSAIDs and must be demonstrated at the time of 
the initial application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of at least 4 on a 0-10 scale; and 
(b) C-reactive protein (CRP) level greater than 10 mg per L. 
The baseline BASDAI score and CRP level must be determined at the completion of the 3-month NSAID and exercise trial, 
but prior to ceasing NSAID treatment. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated CRP level could not be met, the reason must be stated in the application. 
Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral steroid within the past month 
(intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form(s); and 
(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
The baseline BASDAI score and CRP level must also be documented in the patient's medical records. 

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

 

upadacitinib 15 mg modified release tablet, 28 
13343G 

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

1 5 .. 1272.31 30.00  Rinvoq [VE]   

 UPADACITINIB 
Note ADULT PATIENTS WITH NON-RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS - TREATMENT CYCLES AND 

TREATMENT PHASES 
Where the term 'biological medicine' appears in notes and restrictions, it refers to pharmaceutical benefits listed specifically 
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for the indication of: non-radiographic axial spondyloarthritis. Some listed pharmaceutical benefits are technically not 
biological medicines (e.g. Janus-kinase inhibitors), but for practical purposes, have been included under the broad term of 
'biological medicine'. 
A patient is eligible for PBS-subsidised treatment with only 1 biological medicine at any one time. 
Treatment cycles: 
A treatment cycle commences when the authority application for first PBS-subsidised biological medicine is approved for a 
given patient under the 'Initial 1' treatment phase. The treatment cycle continues until a fourth biological medicine fails to 
provide the patient with an adequate response. A new treatment cycle begins each time PBS subsidy is obtained through 
the 'Initial 3' treatment phase. 
Within a treatment cycle, the same PBS-subsidised biological medicine must not be subsidised more than once where it 
has failed to provide the patient with an adequate response on any occasion that a response assessment is conducted. 
Once biological medicines have failed to provide a patient with an adequate response 4 times (once with any biological 
medicine) within the same treatment cycle, the treatment cycle has been completed and the patient must have, at a 
minimum, a 5-year break in PBS-subsidised biological medicine therapy before they are eligible to commence the next 
cycle. The 5-year break is measured from the date of the last prescription for PBS-subsidised biological medicine treatment 
in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the new 
treatment cycle. 
A serious adverse reaction requiring permanent withdrawal of treatment, including serious infusion or injection related 
reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive multifocal 
leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a completed 
treatment attempt. 
Where there have been fewer than 4 inadequate responses with biological medicine therapy in a treatment cycle and there 
has been a break in therapy of less than 5 years, the patient may continue treatment within the same treatment cycle. 
A patient who has had a break in therapy of more than 5 years may commence a new treatment cycle with up to 4 
treatment attempts. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Treatment phases: 
(1) Initial treatment. 
Applications for initial treatment should be made where: 
(i) no prior PBS-subsidised biological medicine treatment has been prescribed - apply through the 'Initial 1 - New patient' 
treatment phase 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine therapy, but is prescribed an 
alternate biological medicine - apply through the 'Initial 2 - Change or Recommencement of treatment after a break in 
therapy of less than 5 years' [further details are under 'Changing the prescribed biological medicine' below]; or 
(iii) a patient is recommencing treatment following a break in PBS-subsidised therapy of less than 5 years - apply through 
the 'Initial 2 - Change or Recommencement of treatment after a break in therapy of less than 5 years' treatment phase (note 
that where there is both a change and recommencement after less than 5 years occurring simultaneously, Initial 2 is the 
correct treatment phase to apply through); or 
(iv) a patient is recommencing treatment with a biological medicine following a break in PBS-subsidised therapy of more 
than 5 years - apply through the 'Initial 3 - Recommencement of treatment after a break in biological medicine of more than 
5 years' treatment phase. 
A patient must be assessed for response to a course of initial PBS-subsidised treatment following a minimum of 12 weeks 
of therapy. 
(2) Continuing treatment. 
For continuing PBS subsidy of biological medicine it is recommended that a patient be reviewed the month prior to when 
the continuing dose is due to ensure uninterrupted biological medicine supply. 
Continuing PBS subsidy is available in quantities/repeats that provide up to 24 weeks of continuing treatment where an 
adequate response to the immediately preceding supply of treatment has been experienced. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted no 
later than 4 weeks from the cessation of that treatment course. Where a response assessment is not conducted within the 
required timeframe, the treatment will be deemed to have failed to provide an adequate response, unless the patient has 
experienced a serious adverse reaction requiring permanent treatment withdrawal. 
(3) Changing the prescribed biological medicine. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, an alternate biological medicine may 
be prescribed within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. 
the C-reactive protein (CRP) level and the BASDAI score), or the prior NSAID therapy and exercise program requirements. 
An authority application must be made under the 'Initial 2' treatment phase and must indicate the response to the preceding 
biological medicine in terms of whether the response was adequate or not. The prescription for the discontinued biological 
medicine must be marked as cancelled by the prescriber. 
(4) Baseline measurements to determine response. 
A response to treatment is based on the baseline BASDAI score and CRP level documented in the patient's medical 
records. 
For a patient untreated with biological medicines, the BASDAI score used to determine baseline disease severity must be 
measured while the patient is receiving NSAID therapy and completing their exercise program. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used for all subsequent continuing treatment applications. 
Prescribers may provide new baseline measurements any time that an 'Initial treatment' authority application is submitted 
and the eligibility for continuing treatment must be assessed according to these revised baseline measurements. 
(5) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A second or subsequent course of treatment following a break in PBS-subsidised biological medicine therapy of at least 5 
years, must occur through the Initial 3 treatment restriction. The same clinical criteria and indices of disease severity (i.e. 
the C-reactive protein (CRP) levels and the BASDAI) as for the Initial 1 (New patient) restriction will need to be met, but a 
re-trial of NSAID therapy and exercise therapy is not required. 
(6) Balance of Supply 
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Where the full number of repeat prescriptions have not been requested under any initial or continuing listing, apply for the 
balance of the supply of the repeats under any treatment phase listing containing the words 'balance of supply'. 

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 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 1 (New patient) 
Clinical criteria: 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have had chronic lower back pain and stiffness for 3 or more months that is relieved by exercise but not 

rest, AND 
• Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-

inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND 
• Patient must have one or more of the following: (a) enthesitis (heel); (b) uveitis; (c) dactylitis; (d) psoriasis; (e) 

inflammatory bowel disease; or (f) positive for Human Leukocyte Antigen B27 (HLA-B27), AND 
• The condition must not be radiographically evidenced on plain x-ray of Grade II bilateral sacroiliitis or Grade III or IV 

unilateral sacroiliitis, AND 
• The condition must be non-radiographic axial spondyloarthritis, as defined by Assessment of Spondyloarthritis 

International Society (ASAS) criteria, AND 
• The condition must be sacroiliitis with active inflammation and/or oedema on non-contrast Magnetic Resonance Imaging 

(MRI), AND 
• The condition must have presence of Bone Marrow Oedema (BMO) depicted as a hyperintense signal on a Short Tau 

Inversion Recovery (STIR) image (or equivalent), AND 
• The condition must have BMO depicted as a hypointense signal on a T1 weighted image (without gadolinium), AND 
• The treatment must not exceed a maximum of 16 weeks with this drug under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response to NSAIDs and must be demonstrated at the time of 
the initial application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of at least 4 on a 0-10 scale; and 
(b) C-reactive protein (CRP) level greater than 10 mg per L. 
The baseline BASDAI score and CRP level must be determined at the completion of the 3-month NSAID and exercise trial, 
but prior to ceasing NSAID treatment. All measures must be no more than 4 weeks old at the time of initial application. 
If the requirement to demonstrate an elevated CRP level could not be met, the reason must be stated in the application. 
Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral steroid within the past month 
(intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form(s); and 
(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
The baseline BASDAI score and CRP level must also be documented in the patient's medical records. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
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Treatment Phase: Initial treatment - Initial 2 (Change or recommencement of treatment after a break in biological medicine 
of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• The condition must not have responded inadequately to biological medicine on 4 occasions within the same treatment 

cycle, AND 
• Patient must not have failed PBS-subsidised therapy with this biological medicine for this PBS indication more than once 

in the current treatment cycle, AND 
• The treatment must not exceed a maximum of 16 weeks with this drug under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
An application for Initial 2 treatment must indicate whether the patient has demonstrated an adequate response (an absence 
of treatment failure), failed or experienced an intolerance to the most recent supply of biological medicine treatment. 
A new baseline Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score and C-reactive protein (CRP) level may 
be provided at the time of this application. 
An adequate response to therapy with this biological medicine is defined as a reduction from baseline in the Bath Ankylosing 
Spondylitis Disease Activity Index (BASDAI) score by 2 or more units (on a scale of 0-10) and 1 of the following: 
(a) a CRP measurement no greater than 10 mg per L; or 
(b) a CRP measurement reduced by at least 20% from baseline. 
The assessment of the patient's response to the most recent supply of biological medicine must be conducted following a 
minimum of 12 weeks of treatment. 
BASDAI scores and CRP levels must be documented in the patient's medical records. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 
The following must be provided at the time of application and documented in the patient's medical records: 
(a) the BASDAI score; and 
(b) the C-reactive protein (CRP) level. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial treatment - Initial 3 (Recommencement of treatment after a break in biological medicine of more 
than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have had chronic lower back pain and stiffness for 3 or more months that is relieved by exercise but not 

rest, AND 
• Patient must have had a break in treatment of 5 years or more from the most recently approved PBS-subsidised 

biological medicine for this condition, AND 
• Patient must have one or more of the following: (a) enthesitis (heel); (b) uveitis; (c) dactylitis; (d) psoriasis; (e) 

inflammatory bowel disease; or (f) positive for Human Leukocyte Antigen B27 (HLA-B27), AND 
• The condition must not be radiographically evidenced on plain x-ray of Grade II bilateral sacroiliitis or Grade III or IV 

unilateral sacroiliitis, AND 
• The condition must be non-radiographic axial spondyloarthritis, as defined by Assessment of Spondyloarthritis 

International Society (ASAS) criteria, AND 
• The condition must be sacroiliitis with active inflammation and/or oedema on non-contrast Magnetic Resonance Imaging 

(MRI), AND 
• The condition must have presence of Bone Marrow Oedema (BMO) depicted as a hyperintense signal on a Short Tau 

Inversion Recovery (STIR) image (or equivalent), AND 
• The condition must have BMO depicted as a hypointense signal on a T1 weighted image (without gadolinium), AND 
• The treatment must not exceed a maximum of 16 weeks with this drug under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 
The following must be provided at the time of application and documented in the patient's medical records: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) score of at least 4 on a 0-10 scale; and 
(b) C-reactive protein (CRP) level greater than 10 mg per L. 
The BASDAI score and CRP level must be no more than 4 weeks old at the time of this application. 
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If the requirement to demonstrate an elevated CRP level could not be met, the reason must be stated in the application. 
Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral steroid within the past month 
(intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason. 
The assessment of the patient's response to the initial course of treatment must be conducted following a minimum of 12 
weeks of treatment and no later than 4 weeks from the cessation of that treatment course. If the response assessment is not 
conducted within these timeframes, the patient will be deemed to have failed this course of treatment in this treatment cycle. 

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

 

Authority required 
Non-radiographic axial spondyloarthritis 
Treatment Phase: Initial 1 (New patient), Initial 2 (Change or recommencement of treatment after a break in biological 
medicine of less than 5 years) or Initial 3 (Recommencement of treatment after a break in biological medicine of more than 5 
years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of non-radiographic axial spondyloarthritis. 

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

 

upadacitinib 15 mg modified release tablet, 28 
13350P 

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

1 3 .. 1272.31 30.00  Rinvoq [VE]   

 UPADACITINIB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
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restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; and 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The baseline BASDAI score and ESR or CRP level must be determined at the completion of the 3 month NSAID and 
exercise trial, but prior to ceasing NSAID treatment. All measurements must be no more than 4 weeks old at the time of 
initial application. 
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reason this 
criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a baseline BASDAI score; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and 
(iv) baseline ESR and/or CRP level. 
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An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12 
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• 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 rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
An adequate response is defined as an improvement from baseline of at least 2 units (on a scale of 0-10) in the BASDAI 
score combined with at least 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 4 weeks old at the time of application. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 16 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(1) a completed authority prescription form; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice) which includes the following: 
(i) details of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a BASDAI score. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted no later than 4 weeks from the date of completion of the most recent course of treatment. This will enable ongoing 
treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition within this treatment cycle. Serious adverse reaction of a severity 
resulting in the necessity for permanent withdrawal of treatment is not considered as a treatment failure. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological 
medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of more than 5 
years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
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• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 
recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment, AND 

• The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

upadacitinib 15 mg modified release tablet, 28 
12625L 

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

1 3 .. 1272.31 30.00  Rinvoq [VE]   

 USTEKINUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CROHN DISEASE 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines for adult patients with severe Crohn disease. Where the term 'biological medicine' appears in the following notes 
and restrictions, it refers to the tumour necrosis factor (TNF) alfa-antagonists (adalimumab and infliximab), the alpha-4 
beta-7 integrin inhibitor (vedolizumab) and the human IgG1kappa monoclonal antibody (ustekinumab). 
Patients are eligible for PBS-subsidised treatment with only 1 of the above PBS-subsidised biological medicines at any one 
time. 
From 1 September 2017, under the PBS, all patients will be able to commence a treatment cycle where they may trial PBS-
subsidised a biological medicine without having to experience a disease flare when swapping to the alternate agent. Under 
these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a biological 
medicine while they continue to show a response to therapy. 
A patient who received PBS-subsidised treatment with a biological medicine prior to 1 September 2017 is considered to 
have started their treatment cycle as of 1 September 2017. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Once a patient has either failed or ceased to respond to treatment for this condition 3 times, they are deemed to have 
completed a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine 
therapy for this condition before they are eligible to commence the next cycle. The 5-year break is measured from the date 
of the last approval for PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first 
application for initial treatment with a biological medicine under the new treatment cycle. 
A patient who has failed fewer than 3 trials of biological medicine therapy in a treatment cycle and who has a break in 
therapy of less than 5 years, may commence a further course of treatment within the same treatment cycle. 
A patient who has failed fewer than 3 trials of biological medicine therapy in a treatment cycle and who has a break in 
therapy of more than 5 years, may commence a new treatment cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
(1) How to prescribe PBS-subsidised adalimumab, infliximab, vedolizumab or ustekinumab therapy after 1 September 
2017. 
(a) Initial treatment. 
Applications for initial treatment should be made where: 
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to 
commence such therapy Initial 1 (new patient); or 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine and wishes to trial an alternate 
agent - Initial 2 (change or recommencement of treatment after a break in therapy of less than 5 years) [further details are 
under 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy with that agent - Initial 2 (change or recommencement of treatment after a break in therapy of less than 5 years); or 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years - Initial 3 (recommencement of treatment after a break in biological medicine of more than 5 years). 
From 1 September 2017, a patient must be assessed for response to any course of initial PBS-subsidised treatment 
following a minimum of 12 weeks of therapy and no later than 4 weeks from the date that course was ceased for 
adalimumab or infliximab subcutaneous form or ustekinumab or vedolizumab subcutaneous form, and up to 12 weeks after 
the first dose (6 weeks following the third dose) for infliximab intravenous form or vedolizumab intravenous form. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a 
severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab subcutaneous form only: 
Initial treatment to subcutaneous form of infliximab should be permitted after administration of at least 2 initial intravenous 
infusions of infliximab. A maximum quantity and number of repeats to provide for weeks 6, 8, 10, 12, 14 and 16 will be 
authorised. 
Ustekinumab only: Two completed authority prescriptions should be submitted with every initial application for this drug. 
One prescription should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a 
quantity of up to 4 vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for the 
subsequent first dose, containing a quantity of 2 vials of 45 mg and no repeats. 
Vedolizumab subcutaneous form only: initial treatment to subcutaneous form of vedolizumab should be permitted after 
administration of at least 2 of the 3 initial intravenous infusions of vedolizumab. Where two initial doses of vedolizumab (at 
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weeks 0 and 2) is administered via intravenous infusion, initial treatment with subcutaneous form will commence at week 6. 
A maximum quantity and number of repeats to provide for weeks 6, 8, 10, 12, 14 and 16 will be authorised. Where three 
initial doses of vedolizumab (at weeks 0, 2 and 6) is administered via intravenous infusion, initial treatment with 
subcutaneous form will commence at week 14 (8 weeks after the third dose). A maximum quantity to provide for weeks 14 
and 16 will be authorised. 
(b) Continuing treatment. 
Following the completion of an initial treatment course with a biological medicine, a patient may qualify to receive up to 24 
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The 
patient remains eligible to receive continuing treatment with the same drug in courses of up to 24 weeks providing they 
continue to sustain the response. 
It is recommended that a patient be reviewed in the 4 weeks prior to completing their current course of treatment to ensure 
uninterrupted supply of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted within 
4 weeks of the last dose. Where a response assessment is not conducted within the required timeframe, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab patients: 
A patient may swap between the intravenous and subcutaneous forms of infliximab at any time under the continuing 
treatment restrictions provided the patient has demonstrated adequate response to treatment with infliximab. 
Vedolizumab patients: 
A patient may swap between intravenous and subcutaneous forms of vedolizumab at any time under the continuing 
treatment restrictions provided the patient has demonstrated adequate response to treatment with vedolizumab. 
Adalimumab and infliximab intravenous form only: 
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to 
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing 
treatment restrictions with that drug providing they continue to sustain the response. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
(2) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine therapy is approved, a patient may swap if eligible to 
the alternate biological medicine within the same treatment cycle without having to requalify with respect to the indices of 
disease severity (i.e. Crohn Disease Activity Index (CDAI) Score, confirmation of Crohn disease), or the prior conventional 
therapies of corticosteroid therapy and immunosuppressive therapy. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that drug once within the same treatment cycle. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment, within the timeframes specified in the relevant restriction. 
A patient who is not able to complete an initial treatment course for a biological medicine will be deemed to have failed 
treatment with that 
biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment. 
(3) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the CDAI or evidence of intestinal inflammation submitted with the first authority application for a 
biological medicine. 
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is 
submitted within a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used to assess response to all subsequent treatments. 
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to recommence treatment following a break in PBS-subsidised biological medicine therapy of at least 
5 years, must requalify for initial treatment with respect to the indices of disease severity under the Initial 3 restriction. A re-
trial of systemic therapy is not required. 

Note Special Pricing Arrangements apply. 
 

Authority required 
Severe Crohn disease 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
Population criteria: 
• Patient must be aged 18 years or older. 
Clinical criteria: 
• Patient must have confirmed severe Crohn disease, defined by standard clinical, endoscopic and/or imaging features, 

including histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND 
• Patient must have failed to achieve an adequate response to prior systemic therapy with a tapered course of steroids, 

starting at a dose of at least 40 mg prednisolone (or equivalent), over a 6 week period, AND 
• Patient must have failed to achieve adequate response to prior systemic immunosuppressive therapy with azathioprine at 

a dose of at least 2 mg per kg daily for 3 or more consecutive months; OR 
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• Patient must have failed to achieve adequate response to prior systemic immunosuppressive therapy with 6-
mercaptopurine at a dose of at least 1 mg per kg daily for 3 or more consecutive months; OR 

• Patient must have failed to achieve adequate response to prior systemic immunosuppressive therapy with methotrexate 
at a dose of at least 15 mg weekly for 3 or more consecutive months, AND 

• The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction, AND 
• Patient must have a Crohn Disease Activity Index (CDAI) Score greater than or equal to 300 as evidence of failure to 

achieve an adequate response to prior systemic therapy; OR 
• Patient must have short gut syndrome with diagnostic imaging or surgical evidence, or have had an ileostomy or 

colostomy; and must have evidence of intestinal inflammation; and must have evidence of failure to achieve an adequate 
response to prior systemic therapy as specified below; OR 

• Patient must have extensive intestinal inflammation affecting more than 50 cm of the small intestine as evidenced by 
radiological imaging; and must have a Crohn Disease Activity Index (CDAI) Score greater than or equal to 220; and must 
have evidence of failure to achieve an adequate response to prior systemic therapy as specified below. 

Applications for authorisation must be made in writing and must include: 
(a) two completed authority prescription forms; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form which includes the following: 
(i) the completed current Crohn Disease Activity Index (CDAI) calculation sheet including the date of assessment of the 
patient's condition if relevant; and 
(ii) details of prior systemic drug therapy [dosage, date of commencement and duration of therapy]; and 
(iii) the reports and dates of the pathology or diagnostic imaging test(s) nominated as the response criterion, if relevant; and 
(iv) the date of the most recent clinical assessment. 
Evidence of failure to achieve an adequate response to prior therapy must include at least one of the following: 
(a) patient must have evidence of intestinal inflammation; 
(b) patient must be assessed clinically as being in a high faecal output state; 
(c) patient must be assessed clinically as requiring surgery or total parenteral nutrition (TPN) as the next therapeutic option, 
in the absence of this drug, if affected by short gut syndrome, extensive small intestine disease or is an ostomy patient. 
Evidence of intestinal inflammation includes: 
(i) blood: higher than normal platelet count, or, an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per 
hour, or, a C-reactive protein (CRP) level greater than 15 mg per L; or 
(ii) faeces: higher than normal lactoferrin or calprotectin level; or 
(iii) diagnostic imaging: demonstration of increased uptake of intravenous contrast with thickening of the bowel wall or 
mesenteric lymphadenopathy or fat streaking in the mesentery. 
Two completed authority prescriptions should be submitted with every initial application for this drug. One prescription 
should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity of up to 4 
vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for 2 vials of 45 mg and no 
repeats. 
A maximum quantity of a weight based loading dose is up to 4 vials with no repeats and the subsequent first dose of 90 mg 
(2 vials of 45 mg) with no repeats provide for an initial 16 week course of this drug will be authorised. 
Where fewer than 6 vials in total are requested at the time of the application, authority approvals for a sufficient number of 
vials based on the patient's weight to complete dosing at weeks 0 and 8 may be requested by telephone through the 
balance of supply restriction. 
Under no circumstances will telephone approvals be granted for initial authority applications, or for treatment that would 
otherwise extend the initial treatment period. 
All assessments, pathology tests and diagnostic imaging studies must be made within 1 month of the date of application and 
should be performed preferably whilst still on conventional treatment, but no longer than 1 month following cessation of the 
most recent prior treatment 
If treatment with any of the specified prior conventional drugs is contraindicated according to the relevant TGA-approved 
Product Information, please provide details at the time of application.  
If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent 
treatment withdrawal, details of this toxicity must be provided at the time of application.  
Details of the accepted toxicities including severity can be found on the Department of Human Services website. 
Any one of the baseline criteria may be used to determine response to an initial course of treatment and eligibility for 
continued therapy, according to the criteria included in the continuing treatment restriction. However, the same criterion 
must be used for any subsequent determination of response to treatment, for the purpose of eligibility for continuing PBS-
subsidised therapy. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Increase in the maximum quantity or number of units up to 4 may be authorised for the purpose of weight-based loading 
dose. 

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

 

Authority required 
Severe Crohn disease 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during 

the current treatment cycle, AND 
• The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Applications for authorisation must be made in writing and must include: 
(a) two completed authority prescription forms; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form, which includes the following: 
(i) the completed Crohn Disease Activity Index (CDAI) Score calculation sheet including the date of the assessment of the 
patient's condition, if relevant; or 
(ii) the reports and dates of the pathology or diagnostic imaging test(s) used to assess response to therapy for patients with 
short gut syndrome, extensive small intestine disease or an ostomy, if relevant; and 
(iii) the date of clinical assessment; and 
(iv) the details of prior biological medicine treatment including the details of date and duration of treatment. 
Two completed authority prescriptions should be submitted with every initial application for this drug. One prescription 
should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity of up to 4 
vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for 2 vials of 45 mg and no 
repeats. 
A maximum quantity of a weight based loading dose is up to 4 vials with no repeats and the subsequent first dose of 90 mg 
(2 vials of 45 mg) with no repeats provide for an initial 16 week course of this drug will be authorised. 
Where fewer than 6 vials in total are requested at the time of the application, authority approvals for a sufficient number of 
vials based on the patient's weight to complete dosing at weeks 0 and 8 may be requested by telephone through the 
balance of supply restriction. 
Under no circumstances will telephone approvals be granted for initial authority applications, or for treatment that would 
otherwise extend the initial treatment period. 
To demonstrate a response to treatment the application must be accompanied by the results of the most recent course of 
biological medicine therapy within the timeframes specified in the relevant restriction. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy for adalimumab or ustekinumab and up to 12 weeks after the first dose (6 weeks following 
the third dose) for infliximab and vedolizumab and submitted to the Department of Human Services no later than 4 weeks 
from the date of completion of treatment. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Increase in the maximum quantity or number of units up to 4 may be authorised for the purpose of weight-based loading 
dose. 

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

 

Authority required 
Severe Crohn disease 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• Patient must have confirmed severe Crohn disease, defined by standard clinical, endoscopic and/or imaging features, 

including histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND 
• Patient must have a Crohn Disease Activity Index (CDAI) Score of greater than or equal to 300 that is no more than 4 

weeks old at the time of application; OR 
• Patient must have a documented history of intestinal inflammation and have diagnostic imaging or surgical evidence of 

short gut syndrome if affected by the syndrome or has an ileostomy or colostomy; OR 
• Patient must have a documented history and radiological evidence of intestinal inflammation if the patient has extensive 

small intestinal disease affecting more than 50 cm of the small intestine, together with a Crohn Disease Activity Index 
(CDAI) Score greater than or equal to 220 and that is no more than 4 weeks old at the time of application, AND 

• Patient must have evidence of intestinal inflammation; OR 
• Patient must be assessed clinically as being in a high faecal output state; OR 
• Patient must be assessed clinically as requiring surgery or total parenteral nutrition (TPN) as the next therapeutic option, 

in the absence of this drug, if affected by short gut syndrome, extensive small intestine disease or is an ostomy patient, 
AND 

• The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Applications for authorisation must be made in writing and must include: 
(a) two completed authority prescription forms; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form which includes the following: 
(i) the completed current Crohn Disease Activity Index (CDAI) calculation sheet including the date of assessment of the 
patient's condition if relevant; and 
(ii) the reports and dates of the pathology or diagnostic imaging test(s) nominated as the response criterion, if relevant; and 
(iii) the date of the most recent clinical assessment. 
Evidence of intestinal inflammation includes: 
(i) blood: higher than normal platelet count, or, an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per 
hour, or, a C-reactive protein (CRP) level greater than 15 mg per L; or 
(ii) faeces: higher than normal lactoferrin or calprotectin level; or 
(iii) diagnostic imaging: demonstration of increased uptake of intravenous contrast with thickening of the bowel wall or 
mesenteric lymphadenopathy or fat streaking in the mesentery. 
Two completed authority prescriptions should be submitted with every initial application for this drug. One prescription 
should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity of up to 4 
vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for 2 vials of 45 mg and no 
repeats. 
A maximum quantity of a weight based loading dose is up to 4 vials with no repeats and the subsequent first dose of 90 mg 
(2 vials of 45 mg) with no repeats provide for an initial 16 week course of this drug will be authorised. 
Where fewer than 6 vials in total are requested at the time of the application, authority approvals for a sufficient number of 
vials based on the patient's weight to complete dosing at weeks 0 and 8 may be requested by telephone through the 
balance of supply restriction. 
Under no circumstances will telephone approvals be granted for initial authority applications, or for treatment that would 
otherwise extend the initial treatment period. 
Any one of the baseline criteria may be used to determine response to an initial course of treatment and eligibility for 
continued therapy, according to the criteria included in the continuing treatment restriction. However, the same criterion 
must be used for any subsequent determination of response to treatment, for the purpose of eligibility for continuing PBS-
subsidised therapy. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
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If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Increase in the maximum quantity or number of units up to 4 may be authorised for the purpose of weight-based loading 
dose. 

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

 

Authority required 
Severe Crohn disease 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

condition, AND 
• Patient must have an adequate response to this drug defined as a reduction in Crohn Disease Activity Index (CDAI) 

Score to a level no greater than 150 if assessed by CDAI or if affected by extensive small intestine disease; OR 
• Patient must have an adequate response to this drug defined as (a) an improvement of intestinal inflammation as 

demonstrated by: (i) blood: normalisation of the platelet count, or an erythrocyte sedimentation rate (ESR) level no 
greater than 25 mm per hour, or a C-reactive protein (CRP) level no greater than 15 mg per L; or (ii) faeces: 
normalisation of lactoferrin or calprotectin level; or (iii) evidence of mucosal healing, as demonstrated by diagnostic 
imaging findings, compared to the baseline assessment; or (b) reversal of high faecal output state; or (c) avoidance of the 
need for surgery or total parenteral nutrition (TPN), if affected by short gut syndrome, extensive small intestine or is an 
ostomy patient, AND 

• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Applications for authorisation must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form which includes the following: 
(i) the completed Crohn Disease Activity Index (CDAI) Score calculation sheet including the date of the assessment of the 
patient's condition, if relevant; or 
(ii) the reports and dates of the pathology test or diagnostic imaging test(s) used to assess response to therapy for patients 
with short gut syndrome, extensive small intestine disease or an ostomy, if relevant; and 
(iii) the date of clinical assessment. 
All assessments, pathology tests, and diagnostic imaging studies must be made within 1 month of the date of application. 
An application 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 conducted 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. 
The assessment of the patient's response to a continuing course of therapy must be made within the 4 weeks prior to 
completion of that course and posted to the Department of Human Services no less than 2 weeks prior to the date the next 
dose is scheduled, in order to ensure continuity of treatment for those patients who meet the continuation criterion. 
Where an assessment is not submitted to the Department of Human Services within these timeframes, patients will be 
deemed to have failed to respond, or to have failed to sustain a response, to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 
Patients are eligible to receive continuing treatment with this drug in courses of up to 24 weeks providing they continue to 
sustain a response. 
At the time of the authority application, medical practitioners should request the appropriate quantity and number of repeats; 
up to 1 repeat will be authorised for patients whose dosing frequency is every 12 weeks. Up to a maximum of 2 repeats will 
be authorised for patients whose dosing frequency is every 8 weeks. 
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Where an inadequate number of repeats are requested at the time of the application to complete a course of 24 weeks 
treatment, authority approvals for sufficient repeats to complete 24 weeks of treatment may be requested by telephone by 
contacting the Department of Human Services and applying through the Balance of Supply restriction. Under no 
circumstances will telephone approvals be granted for treatment that would otherwise extend continuing treatment beyond 
24 months. 

Note Increase in the maximum number of repeats of up to 2 may be authorised in patients whose dosing frequency is every 8 
weeks. 

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

 

Authority required 
Severe Crohn disease 
Treatment Phase: Balance of supply 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction 

to complete 16 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 16 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of 
treatment after a break in biological medicine of more than 5 years) restriction to complete 16 weeks treatment; OR 

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

• The treatment must provide no more than the balance of up to 16 weeks therapy available under Initial 1, 2 or 3 
treatment; OR 

• The treatment must provide no more than the balance of up to 24 weeks therapy available under Continuing treatment. 
Note Authority approval for sufficient therapy to complete the balance of supply may be requested by telephone by contacting the 

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

ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial 
11178H 

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

2 .. .. *7780.29 30.00  Stelara [JC]   

 VARENICLINE 
Note A course of treatment with this drug is 12 weeks or up to 24 weeks, if initial treatment of 12 weeks has been successful. 
Note The period between commencing varenicline and bupropion or a new course of varenicline must be at least 6 months.  
Note A patient may only qualify for PBS-subsidised treatment under this treatment phase restriction once during a short-term 

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

 

Authority required (STREAMLINED) 
6871 
Nicotine dependence 
Treatment Phase: Commencement of a short-term (12 weeks or 24 weeks) course of treatment 
Clinical criteria: 
• The treatment must be as an aid to achieving abstinence from smoking, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition, AND 
• Patient must have indicated they are ready to cease smoking, AND 
• Patient must not receive more than 24 weeks of PBS-subsidised treatment with this drug per 12-month period. 
Treatment criteria: 
• Patient must be undergoing concurrent counselling for smoking cessation through a comprehensive support and 

counselling program or is about to enter such a program at the time PBS-subsidised treatment is initiated. 
Details of the support and counselling program must be documented in the patient's medical records at the time treatment is 
initiated. 
Clinical review is recommended within 2 to 3 weeks of the initial prescription being requested. 
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varenicline 500 microgram tablet, 56 
13341E 

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

2 .. .. *145.49 30.00  APO-Varenicline (Canada) 
[XT] 

  

  

NP 
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Highly Specialised Drugs Program 
(Private Hospital) 
 INFLIXIMAB 

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 
The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 
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Note Authority applications for increased quantities/ repeats (where relevant) may be made by telephone to the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

 

Authority required (STREAMLINED) 
9621 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be used to determine response for all subsequent continuing treatments. 
The measurement of response to the prior course of therapy must be documented in the patient's medical notes. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

infliximab 100 mg injection, 1 vial 
11488P 

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

5 3 .. *1315.97 a Inflectra [PF] a Renflexis [OQ] 

 INFLIXIMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
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restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide for infusions at a dose of 5 mg per kg. 
Up to a maximum of 3 repeats will be authorised. 
Each application for subsequent continuing treatment with this drug must include an assessment of the patient's response to 
the prior course of therapy. If the response assessment is not provided at the time of application the patient will be deemed 
to have failed this course of treatment, unless the patient has experienced serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
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• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 
restriction to complete 24 weeks treatment; OR 

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

• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

infliximab 100 mg injection, 1 vial 
11489Q 

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

1 .. .. 272.03 a Inflectra [PF] a Remicade [JC] 
    a Renflexis [OQ]   

 INFLIXIMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 
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Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• Patient must not receive more than 18 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID 
treatment. The BASDAI must be no more than 1 month old at the time of initial application. 
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1 
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the 
reason this criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide for infusions at a dose of 5 mg per kg. 
A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg 
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised. 
Up to a maximum of 3 repeats will be authorised. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

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

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

Note Biosimilar prescribing policy 
Prescribing of the biosimilar brand Inflectra or Renflexis is encouraged for treatment naive patients. 

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

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved. 
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• Patient must not receive more than 18 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide for infusions at a dose of 5 mg per kg. 
Up to a maximum of 3 repeats will be authorised. 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date 
of completion of treatment. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date 
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
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Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 18 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide for infusions at a dose of 5 mg per kg. 
A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg 
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised. 
Up to a maximum of 3 repeats will be authorised. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Biosimilar prescribing policy 
Prescribing of the biosimilar brand Inflectra or Renflexis is encouraged for treatment naive patients. 

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

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved. 
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
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Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of 
more than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 1 (new patient) restriction to complete 18 

weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of 

treatment after a break in biological medicine of less than 5 years) restriction to complete 18 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 3 (recommencement of treatment after a 

break in biological medicine of more than 5 years) restriction to complete 18 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 18 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: First continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
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Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

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

Required (in writing) treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

infliximab 100 mg injection, 1 vial 
6448J 

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

1 .. .. 272.03 a Inflectra [PF] a Remicade [JC] 
    a Renflexis [OQ]   

 LANREOTIDE 
Note Somatuline Autogel and Mytolac products are equivalent for the purpose of substitution. Pharmacists should ensure that 

patients are educated regarding the product differences upon dispensing. 
 

Authority required (STREAMLINED) 
9261 
Acromegaly 
Clinical criteria: 
• The condition must be active, AND 
• Patient must have persistent elevation of mean growth hormone levels of greater than 2.5 micrograms per litre, AND 
• The treatment must be after failure of other therapy including dopamine agonists; OR 
• The treatment must be as interim treatment while awaiting the effects of radiotherapy and where treatment with 

dopamine agonists has failed; OR 
• The treatment must be in a patient who is unfit for or unwilling to undergo surgery and where radiotherapy is 

contraindicated, AND 
• The treatment must cease in a patient treated with radiotherapy if there is biochemical evidence of remission (normal 

IGF1) after lanreotide has been withdrawn for at least 4 weeks (8 weeks after the last dose), AND 
• The treatment must cease if IGF1 is not lower after 3 months of treatment, AND 
• The treatment must not be given concomitantly with PBS-subsidised pegvisomant. 
In a patient treated with radiotherapy, lanreotide should be withdrawn every 2 years in the 10 years after radiotherapy for 
assessment of remission.  
Authority required (STREAMLINED) 
9260 
Functional carcinoid tumour 
Clinical criteria: 
• The condition must be causing intractable symptoms, AND 
• Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which 

persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND 
• Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND 
• The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of 

symptoms after 3 months' therapy at a dose of 120 mg every 28 days. 
Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to 
determine the minimum effective dose. 

lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 
6425E 

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

2 5 .. *2629.89 a Mytolac [GH] a Somatuline Autogel [IS] 

lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe 
6423C 

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

2 5 .. *1747.83 a Mytolac [GH] a Somatuline Autogel [IS] 

lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe 
6424D 

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

2 5 .. *2310.11 a Mytolac [GH] a Somatuline Autogel [IS] 

 LANREOTIDE 
Note Somatuline Autogel and Mytolac products are equivalent for the purpose of substitution. Pharmacists should ensure that 

patients are educated regarding the product differences upon dispensing. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority required (STREAMLINED) 
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10077 
Non-functional gastroenteropancreatic neuroendocrine tumour (GEP-NET) 
Clinical criteria: 
• The condition must be unresectable locally advanced disease or metastatic disease, AND 
• The condition must be World Health Organisation (WHO) grade 1 or 2, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Population criteria: 
• Patient must be aged 18 years or older. 
WHO grade 1 of GEP-NET is defined as a mitotic count (10HPF) of less than 2 and Ki-67 index (%) of less than or equal to 
2. 
WHO grade 2 of GEP-NET is defined as a mitotic count (10HPF) of 2-20 and Ki-67 index (%) of 3-20. 

lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 
11527Q 

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

2 5 .. *2629.89 a Mytolac [GH] a Somatuline Autogel [IS] 

 USTEKINUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CROHN DISEASE 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines for adult patients with severe Crohn disease. Where the term 'biological medicine' appears in the following notes 
and restrictions, it refers to the tumour necrosis factor (TNF) alfa-antagonists (adalimumab and infliximab), the alpha-4 
beta-7 integrin inhibitor (vedolizumab) and the human IgG1kappa monoclonal antibody (ustekinumab). 
Patients are eligible for PBS-subsidised treatment with only 1 of the above PBS-subsidised biological medicines at any one 
time. 
From 1 September 2017, under the PBS, all patients will be able to commence a treatment cycle where they may trial PBS-
subsidised a biological medicine without having to experience a disease flare when swapping to the alternate agent. Under 
these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a biological 
medicine while they continue to show a response to therapy. 
A patient who received PBS-subsidised treatment with a biological medicine prior to 1 September 2017 is considered to 
have started their treatment cycle as of 1 September 2017. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Once a patient has either failed or ceased to respond to treatment for this condition 3 times, they are deemed to have 
completed a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine 
therapy for this condition before they are eligible to commence the next cycle. The 5-year break is measured from the date 
of the last approval for PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first 
application for initial treatment with a biological medicine under the new treatment cycle. 
A patient who has failed fewer than 3 trials of biological medicine therapy in a treatment cycle and who has a break in 
therapy of less than 5 years, may commence a further course of treatment within the same treatment cycle. 
A patient who has failed fewer than 3 trials of biological medicine therapy in a treatment cycle and who has a break in 
therapy of more than 5 years, may commence a new treatment cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
(1) How to prescribe PBS-subsidised adalimumab, infliximab, vedolizumab or ustekinumab therapy after 1 September 
2017. 
(a) Initial treatment. 
Applications for initial treatment should be made where: 
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to 
commence such therapy Initial 1 (new patient); or 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine and wishes to trial an alternate 
agent - Initial 2 (change or recommencement of treatment after a break in therapy of less than 5 years) [further details are 
under 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy with that agent - Initial 2 (change or recommencement of treatment after a break in therapy of less than 5 years); or 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years - Initial 3 (recommencement of treatment after a break in biological medicine of more than 5 years). 
From 1 September 2017, a patient must be assessed for response to any course of initial PBS-subsidised treatment 
following a minimum of 12 weeks of therapy and no later than 4 weeks from the date that course was ceased for 
adalimumab or infliximab subcutaneous form or ustekinumab or vedolizumab subcutaneous form, and up to 12 weeks after 
the first dose (6 weeks following the third dose) for infliximab intravenous form or vedolizumab intravenous form. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a 
severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab subcutaneous form only: 
Initial treatment to subcutaneous form of infliximab should be permitted after administration of at least 2 initial intravenous 
infusions of infliximab. A maximum quantity and number of repeats to provide for weeks 6, 8, 10, 12, 14 and 16 will be 
authorised. 
Ustekinumab only: Two completed authority prescriptions should be submitted with every initial application for this drug. 
One prescription should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a 
quantity of up to 4 vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for the 
subsequent first dose, containing a quantity of 2 vials of 45 mg and no repeats. 
Vedolizumab subcutaneous form only: initial treatment to subcutaneous form of vedolizumab should be permitted after 
administration of at least 2 of the 3 initial intravenous infusions of vedolizumab. Where two initial doses of vedolizumab (at 
weeks 0 and 2) is administered via intravenous infusion, initial treatment with subcutaneous form will commence at week 6. 
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A maximum quantity and number of repeats to provide for weeks 6, 8, 10, 12, 14 and 16 will be authorised. Where three 
initial doses of vedolizumab (at weeks 0, 2 and 6) is administered via intravenous infusion, initial treatment with 
subcutaneous form will commence at week 14 (8 weeks after the third dose). A maximum quantity to provide for weeks 14 
and 16 will be authorised. 
(b) Continuing treatment. 
Following the completion of an initial treatment course with a biological medicine, a patient may qualify to receive up to 24 
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The 
patient remains eligible to receive continuing treatment with the same drug in courses of up to 24 weeks providing they 
continue to sustain the response. 
It is recommended that a patient be reviewed in the 4 weeks prior to completing their current course of treatment to ensure 
uninterrupted supply of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted within 
4 weeks of the last dose. Where a response assessment is not conducted within the required timeframe, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab patients: 
A patient may swap between the intravenous and subcutaneous forms of infliximab at any time under the continuing 
treatment restrictions provided the patient has demonstrated adequate response to treatment with infliximab. 
Vedolizumab patients: 
A patient may swap between intravenous and subcutaneous forms of vedolizumab at any time under the continuing 
treatment restrictions provided the patient has demonstrated adequate response to treatment with vedolizumab. 
Adalimumab and infliximab intravenous form only: 
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to 
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing 
treatment restrictions with that drug providing they continue to sustain the response. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
(2) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine therapy is approved, a patient may swap if eligible to 
the alternate biological medicine within the same treatment cycle without having to requalify with respect to the indices of 
disease severity (i.e. Crohn Disease Activity Index (CDAI) Score, confirmation of Crohn disease), or the prior conventional 
therapies of corticosteroid therapy and immunosuppressive therapy. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that drug once within the same treatment cycle. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment, within the timeframes specified in the relevant restriction. 
A patient who is not able to complete an initial treatment course for a biological medicine will be deemed to have failed 
treatment with that 
biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment. 
(3) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the CDAI or evidence of intestinal inflammation submitted with the first authority application for a 
biological medicine. 
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is 
submitted within a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used to assess response to all subsequent treatments. 
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to recommence treatment following a break in PBS-subsidised biological medicine therapy of at least 
5 years, must requalify for initial treatment with respect to the indices of disease severity under the Initial 3 restriction. A re-
trial of systemic therapy is not required. 

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

operation 8 a.m. to 5 p.m. EST Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Severe Crohn disease 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
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Population criteria: 
• Patient must be aged 18 years or older. 
Clinical criteria: 
• Patient must have confirmed severe Crohn disease, defined by standard clinical, endoscopic and/or imaging features, 

including histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND 
• Patient must have failed to achieve an adequate response to prior systemic therapy with a tapered course of steroids, 

starting at a dose of at least 40 mg prednisolone (or equivalent), over a 6 week period, AND 
• Patient must have failed to achieve adequate response to prior systemic immunosuppressive therapy with azathioprine at 

a dose of at least 2 mg per kg daily for 3 or more consecutive months; OR 
• Patient must have failed to achieve adequate response to prior systemic immunosuppressive therapy with 6-

mercaptopurine at a dose of at least 1 mg per kg daily for 3 or more consecutive months; OR 
• Patient must have failed to achieve adequate response to prior systemic immunosuppressive therapy with methotrexate 

at a dose of at least 15 mg weekly for 3 or more consecutive months, AND 
• The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction, AND 
• Patient must have a Crohn Disease Activity Index (CDAI) Score greater than or equal to 300 as evidence of failure to 

achieve an adequate response to prior systemic therapy; OR 
• Patient must have short gut syndrome with diagnostic imaging or surgical evidence, or have had an ileostomy or 

colostomy; and must have evidence of intestinal inflammation; and must have evidence of failure to achieve an adequate 
response to prior systemic therapy as specified below; OR 

• Patient must have extensive intestinal inflammation affecting more than 50 cm of the small intestine as evidenced by 
radiological imaging; and must have a Crohn Disease Activity Index (CDAI) Score greater than or equal to 220; and must 
have evidence of failure to achieve an adequate response to prior systemic therapy as specified below. 

Applications for authorisation must be made in writing and must include: 
(a) two completed authority prescription forms; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form which includes the following: 
(i) the completed current Crohn Disease Activity Index (CDAI) calculation sheet including the date of assessment of the 
patient's condition if relevant; and 
(ii) details of prior systemic drug therapy [dosage, date of commencement and duration of therapy]; and 
(iii) the reports and dates of the pathology or diagnostic imaging test(s) nominated as the response criterion, if relevant; and 
(iv) the date of the most recent clinical assessment. 
Evidence of failure to achieve an adequate response to prior therapy must include at least one of the following: 
(a) patient must have evidence of intestinal inflammation; 
(b) patient must be assessed clinically as being in a high faecal output state; 
(c) patient must be assessed clinically as requiring surgery or total parenteral nutrition (TPN) as the next therapeutic option, 
in the absence of this drug, if affected by short gut syndrome, extensive small intestine disease or is an ostomy patient. 
Evidence of intestinal inflammation includes: 
(i) blood: higher than normal platelet count, or, an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per 
hour, or, a C-reactive protein (CRP) level greater than 15 mg per L; or 
(ii) faeces: higher than normal lactoferrin or calprotectin level; or 
(iii) diagnostic imaging: demonstration of increased uptake of intravenous contrast with thickening of the bowel wall or 
mesenteric lymphadenopathy or fat streaking in the mesentery. 
Two completed authority prescriptions should be submitted with every initial application for this drug. One prescription 
should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity of up to 4 
vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for 2 vials of 45 mg and no 
repeats. 
A maximum quantity of a weight based loading dose is up to 4 vials with no repeats and the subsequent first dose of 90 mg 
(2 vials of 45 mg) with no repeats provide for an initial 16 week course of this drug will be authorised. 
Where fewer than 6 vials in total are requested at the time of the application, authority approvals for a sufficient number of 
vials based on the patient's weight to complete dosing at weeks 0 and 8 may be requested by telephone through the 
balance of supply restriction. 
Under no circumstances will telephone approvals be granted for initial authority applications, or for treatment that would 
otherwise extend the initial treatment period. 
All assessments, pathology tests and diagnostic imaging studies must be made within 1 month of the date of application and 
should be performed preferably whilst still on conventional treatment, but no longer than 1 month following cessation of the 
most recent prior treatment 
If treatment with any of the specified prior conventional drugs is contraindicated according to the relevant TGA-approved 
Product Information, please provide details at the time of application.  
If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent 
treatment withdrawal, details of this toxicity must be provided at the time of application.  
Details of the accepted toxicities including severity can be found on the Department of Human Services website. 
Any one of the baseline criteria may be used to determine response to an initial course of treatment and eligibility for 
continued therapy, according to the criteria included in the continuing treatment restriction. However, the same criterion 
must be used for any subsequent determination of response to treatment, for the purpose of eligibility for continuing PBS-
subsidised therapy. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
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Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Increase in the maximum quantity or number of units up to 4 may be authorised for the purpose of weight-based loading 
dose. 

 

Authority required 
Severe Crohn disease 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during 

the current treatment cycle, AND 
• The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Applications for authorisation must be made in writing and must include: 
(a) two completed authority prescription forms; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form, which includes the following: 
(i) the completed Crohn Disease Activity Index (CDAI) Score calculation sheet including the date of the assessment of the 
patient's condition, if relevant; or 
(ii) the reports and dates of the pathology or diagnostic imaging test(s) used to assess response to therapy for patients with 
short gut syndrome, extensive small intestine disease or an ostomy, if relevant; and 
(iii) the date of clinical assessment; and 
(iv) the details of prior biological medicine treatment including the details of date and duration of treatment. 
Two completed authority prescriptions should be submitted with every initial application for this drug. One prescription 
should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity of up to 4 
vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for 2 vials of 45 mg and no 
repeats. 
A maximum quantity of a weight based loading dose is up to 4 vials with no repeats and the subsequent first dose of 90 mg 
(2 vials of 45 mg) with no repeats provide for an initial 16 week course of this drug will be authorised. 
Where fewer than 6 vials in total are requested at the time of the application, authority approvals for a sufficient number of 
vials based on the patient's weight to complete dosing at weeks 0 and 8 may be requested by telephone through the 
balance of supply restriction. 
Under no circumstances will telephone approvals be granted for initial authority applications, or for treatment that would 
otherwise extend the initial treatment period. 
To demonstrate a response to treatment the application must be accompanied by the results of the most recent course of 
biological medicine therapy within the timeframes specified in the relevant restriction. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy for adalimumab or ustekinumab and up to 12 weeks after the first dose (6 weeks following 
the third dose) for infliximab and vedolizumab and submitted to the Department of Human Services no later than 4 weeks 
from the date of completion of treatment. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Increase in the maximum quantity or number of units up to 4 may be authorised for the purpose of weight-based loading 
dose. 

 

Authority required 
Severe Crohn disease 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 



 

138  Schedule of Pharmaceutical Benefits – August 2023 

• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• Patient must have confirmed severe Crohn disease, defined by standard clinical, endoscopic and/or imaging features, 

including histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND 
• Patient must have a Crohn Disease Activity Index (CDAI) Score of greater than or equal to 300 that is no more than 4 

weeks old at the time of application; OR 
• Patient must have a documented history of intestinal inflammation and have diagnostic imaging or surgical evidence of 

short gut syndrome if affected by the syndrome or has an ileostomy or colostomy; OR 
• Patient must have a documented history and radiological evidence of intestinal inflammation if the patient has extensive 

small intestinal disease affecting more than 50 cm of the small intestine, together with a Crohn Disease Activity Index 
(CDAI) Score greater than or equal to 220 and that is no more than 4 weeks old at the time of application, AND 

• Patient must have evidence of intestinal inflammation; OR 
• Patient must be assessed clinically as being in a high faecal output state; OR 
• Patient must be assessed clinically as requiring surgery or total parenteral nutrition (TPN) as the next therapeutic option, 

in the absence of this drug, if affected by short gut syndrome, extensive small intestine disease or is an ostomy patient, 
AND 

• The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Applications for authorisation must be made in writing and must include: 
(a) two completed authority prescription forms; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form which includes the following: 
(i) the completed current Crohn Disease Activity Index (CDAI) calculation sheet including the date of assessment of the 
patient's condition if relevant; and 
(ii) the reports and dates of the pathology or diagnostic imaging test(s) nominated as the response criterion, if relevant; and 
(iii) the date of the most recent clinical assessment. 
Evidence of intestinal inflammation includes: 
(i) blood: higher than normal platelet count, or, an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per 
hour, or, a C-reactive protein (CRP) level greater than 15 mg per L; or 
(ii) faeces: higher than normal lactoferrin or calprotectin level; or 
(iii) diagnostic imaging: demonstration of increased uptake of intravenous contrast with thickening of the bowel wall or 
mesenteric lymphadenopathy or fat streaking in the mesentery. 
Two completed authority prescriptions should be submitted with every initial application for this drug. One prescription 
should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity of up to 4 
vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for 2 vials of 45 mg and no 
repeats. 
A maximum quantity of a weight based loading dose is up to 4 vials with no repeats and the subsequent first dose of 90 mg 
(2 vials of 45 mg) with no repeats provide for an initial 16 week course of this drug will be authorised. 
Where fewer than 6 vials in total are requested at the time of the application, authority approvals for a sufficient number of 
vials based on the patient's weight to complete dosing at weeks 0 and 8 may be requested by telephone through the 
balance of supply restriction. 
Under no circumstances will telephone approvals be granted for initial authority applications, or for treatment that would 
otherwise extend the initial treatment period. 
Any one of the baseline criteria may be used to determine response to an initial course of treatment and eligibility for 
continued therapy, according to the criteria included in the continuing treatment restriction. However, the same criterion 
must be used for any subsequent determination of response to treatment, for the purpose of eligibility for continuing PBS-
subsidised therapy. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Increase in the maximum quantity or number of units up to 4 may be authorised for the purpose of weight-based loading 
dose. 
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ustekinumab 130 mg/26 mL injection, 26 mL vial 
11164N 

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

4 .. .. *15284.69  Stelara [JC]   
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Highly Specialised Drugs Program 
(Public Hospital) 
 INFLIXIMAB 

Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 
The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 
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Note Authority applications for increased quantities/ repeats (where relevant) may be made by telephone to the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

 

Authority required (STREAMLINED) 
9481 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be used to determine response for all subsequent continuing treatments. 
The measurement of response to the prior course of therapy must be documented in the patient's medical notes. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

infliximab 100 mg injection, 1 vial 
11486M 

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

5 3 .. *1267.60 a Inflectra [PF] a Renflexis [OQ] 

 INFLIXIMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
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restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Subsequent continuing treatment 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition under the First 

continuing treatment restriction, AND 
• Patient must have demonstrated an adequate response to treatment with this drug, AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide for infusions at a dose of 5 mg per kg. 
Up to a maximum of 3 repeats will be authorised. 
Each application for subsequent continuing treatment with this drug must include an assessment of the patient's response to 
the prior course of therapy. If the response assessment is not provided at the time of application the patient will be deemed 
to have failed this course of treatment, unless the patient has experienced serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
Clinical criteria: 
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• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 
restriction to complete 24 weeks treatment; OR 

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

• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

infliximab 100 mg injection, 1 vial 
11482H 

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

1 .. .. 253.52 a Inflectra [PF] a Remicade [JC] 
    a Renflexis [OQ]   

 INFLIXIMAB 
Note TREATMENT OF ADULT PATIENTS WITH ANKYLOSING SPONDYLITIS 

The following information applies to Pharmaceutical Benefits Scheme (PBS) benefits listed for adult patients with the 
indication of ankylosing spondylitis (AS).Where the term 'biological medicine' appears in notes and restrictions, it refers to 
any PBS benefit where the PBS indication specifies: Ankylosing spondylitis. Some benefits are not biological medicines, but 
are small molecules. However, for administrative purposes, these benefits are included within the term 'biological medicine'. 
Treatment cycles: 
Under these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a 
biological medicine while they continue to show a response to therapy. A patient who has been receiving PBS-subsidised 
adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, ixekizumab and secukinumab treatment prior to 1 
October 2021 is considered to start their first cycle as of 1 October 2021. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Where treatment has resulted in an inadequate response on 3 occasions a treatment cycle is considered to have been 
completed and there must be a 5-year break in PBS subsidy from all medicines with the PBS indication: 'Ankylosing 
spondylitis' before starting a new treatment cycle. The 5-year break is measured from the date of the last prescription for 
PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first application for initial treatment 
with a biological medicine under the new treatment cycle. 
Where treatment has resulted in an inadequate response on fewer than 3 occasions in a treatment cycle and where a break 
in therapy of less than 5 years has occurred, a further course of treatment may be commenced within the same treatment 
cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
Prescribing under the correct 'Treatment phase' listing for the authority application: 
(1) Initial treatment. 
Apply under the 'Initial 1' treatment listing where the patient has never received a biological medicine for ankylosing 
spondylitis. 
(2) Grandfather patients (tofacitinib only). 
A patient who commenced treatment with tofacitinib for ankylosing spondylitis prior to 1 August 2023 and who continues to 
receive treatment at the time of application, may qualify for treatment under the 'Grandfather' treatment restriction. 
A patient may only qualify for PBS-subsidised treatment under this restriction once. A maximum of 24 weeks of treatment 
will be authorised under this criterion. Following completion of the initial PBS-subsidised course, further subsidised 
treatment must be prescribed under the continuing treatment restriction of the relevant drug. 'Grandfather' arrangements 
will only apply for the first treatment cycle. 
For the second and subsequent cycles, a 'grandfather' patient must qualify for continuing treatment under the criteria that 
apply to a continuing patient. 
(3) Continuing treatment. 
Apply under the 'Continuing treatment' listing where the patient is experiencing an adequate response as defined in the 
restriction where there has been no change in prescribed biological medicine. Under no circumstance is continuing 
treatment to proceed initial treatment. An authority application for continuing treatment is not to be made on the same day 
as initial treatment. 
(4) Changing therapy. 
Apply under the 'Initial 2' treatment listing. The indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the 
C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and exercise program requirements will not 
need to be restated. A patient may trial an alternate biological medicine at any time, regardless of whether they are 
receiving therapy (initial or continuing) with a biological medicine at the time of the application. However, they cannot 
change to a particular biological medicine if it has failed to provide the patient with an adequate response within the same 
treatment cycle. A response assessment to the preceding supply of biological medicine must accompany this initial 2 
treatment authority application. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a biological 
medicine. To ensure consistency in determining response, the same indices of disease severity used to establish baseline 
must be used for all subsequent continuing treatment applications. Prescribers may provide new baseline measurements 
any time an 'Initial treatment' authority application is submitted within a treatment cycle and the eligibility for continuing 
treatment must be assessed according to these revised baseline measurements. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
Apply under the 'Initial 3' treatment listing. Prior NSAID and exercise therapies need not be re-trialled. 
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Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Clinical criteria: 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

• Patient must not receive more than 18 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The application must include details of the NSAIDs trialled, their doses and duration of treatment.  
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the 
application must include the reason a higher dose cannot be used. 
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application 
must provide details of the contraindication. 
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent 
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.  
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial 
application: 
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND 
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level 
greater than 10 mg per L. 
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID 
treatment. The BASDAI must be no more than 1 month old at the time of initial application. 
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1 
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the 
reason this criterion cannot be satisfied. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form; and 
(iii) a completed Exercise Program Self Certification Form included in the supporting information form. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide for infusions at a dose of 5 mg per kg. 
A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg 
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised. 
Up to a maximum of 3 repeats will be authorised. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

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

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

Note Biosimilar prescribing policy 
Prescribing of the biosimilar brand Inflectra or Renflexis is encouraged for treatment naive patients. 

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

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved. 
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition 

during the current treatment cycle, AND 
• Patient must not receive more than 18 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide for infusions at a dose of 5 mg per kg. 
Up to a maximum of 3 repeats will be authorised. 
An application for a patient who has received PBS-subsidised biological medicine treatment for this condition who wishes to 
change or recommence therapy with this drug, must be accompanied by evidence of a response to the patient's most recent 
course of PBS-subsidised biological medicine treatment, within the timeframes specified below. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy and submitted to the Department of Human Services no later than 4 weeks from the date 
of completion of treatment. 
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of 
12 weeks of therapy with this drug and submitted to the Department of Human Services no later than 4 weeks from the date 
of completion of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-
subsidised treatment. 
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following: 
(a) an ESR measurement no greater than 25 mm per hour; or 
(b) a CRP measurement no greater than 10 mg per L; or 
(c) an ESR or CRP measurement reduced by at least 20% from baseline. 
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same 
marker must be measured and supplied in all subsequent continuing treatment applications. 
All measurements provided must be no more than 1 month old at the time of application. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Ankylosing spondylitis 
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Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• The condition must be radiographically (plain X-ray) confirmed Grade II bilateral sacroiliitis or Grade III unilateral 

sacroiliitis, AND 
• Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by 

exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined 
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing 
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender, 
AND 

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

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

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

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

• Patient must not receive more than 18 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 
The authority application must be made in writing and must include: 
(a) a completed authority prescription form; and 
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which includes the 
following: 
(i) a copy of the radiological report confirming Grade II bilateral sacroiliitis or Grade III unilateral sacroiliitis; and 
(ii) a completed BASDAI Assessment Form. 
At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the 
weight of the patient, to provide for infusions at a dose of 5 mg per kg. 
A maximum quantity and number of repeats to provide for an initial course of this drug consisting of 3 doses at 5 mg per kg 
body weight per dose to be administered at weeks 0, 2 and 6, will be authorised. 
Up to a maximum of 3 repeats will be authorised. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Biosimilar prescribing policy 
Prescribing of the biosimilar brand Inflectra or Renflexis is encouraged for treatment naive patients. 

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

Note Prescribers must include the proprietary name (brand) on the prescription to ensure the appropriate item is approved. 
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Ankylosing spondylitis 
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Treatment Phase: Initial treatment - Initial 1 (new patient), Initial 2 (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) or Initial 3 (recommencement of treatment after a break in biological medicine of 
more than 5 years) - balance of supply 
Clinical criteria: 
• Patient must have received insufficient therapy with this drug under the Initial 1 (new patient) restriction to complete 18 

weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of 

treatment after a break in biological medicine of less than 5 years) restriction to complete 18 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug under the Initial 3 (recommencement of treatment after a 

break in biological medicine of more than 5 years) restriction to complete 18 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 18 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: First continuing treatment 
Clinical criteria: 
• Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this 

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

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

 

Authority required 
Ankylosing spondylitis 
Treatment Phase: Continuing treatment - balance of supply 
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Clinical criteria: 
• Patient must have received insufficient therapy with this drug for this condition under the first continuing treatment 

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

Required (in writing) treatment restriction to complete 24 weeks treatment, AND 
• The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restrictions. 
Treatment criteria: 
• Must be treated by a rheumatologist; OR 
• Must be treated by a clinical immunologist with expertise in the management of ankylosing spondylitis. 

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

 

infliximab 100 mg injection, 1 vial 
5753T 

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

1 .. .. 253.52 a Inflectra [PF] a Remicade [JC] 
    a Renflexis [OQ]   

 LANREOTIDE 
Note Somatuline Autogel and Mytolac products are equivalent for the purpose of substitution. Pharmacists should ensure that 

patients are educated regarding the product differences upon dispensing. 
 

Authority required (STREAMLINED) 
7025 
Acromegaly 
Clinical criteria: 
• The condition must be active, AND 
• Patient must have persistent elevation of mean growth hormone levels of greater than 2.5 micrograms per litre, AND 
• The treatment must be after failure of other therapy including dopamine agonists; OR 
• The treatment must be as interim treatment while awaiting the effects of radiotherapy and where treatment with 

dopamine agonists has failed; OR 
• The treatment must be in a patient who is unfit for or unwilling to undergo surgery and where radiotherapy is 

contraindicated, AND 
• The treatment must cease in a patient treated with radiotherapy if there is biochemical evidence of remission (normal 

IGF1) after lanreotide has been withdrawn for at least 4 weeks (8 weeks after the last dose), AND 
• The treatment must cease if IGF1 is not lower after 3 months of treatment, AND 
• The treatment must not be given concomitantly with PBS-subsidised pegvisomant. 
In a patient treated with radiotherapy, lanreotide should be withdrawn every 2 years in the 10 years after radiotherapy for 
assessment of remission.  
Authority required (STREAMLINED) 
4575 
Functional carcinoid tumour 
Clinical criteria: 
• The condition must be causing intractable symptoms, AND 
• Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which 

persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND 
• Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND 
• The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of 

symptoms after 3 months' therapy at a dose of 120 mg every 28 days. 
Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to 
determine the minimum effective dose. 

lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 
5779E 

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

2 5 .. *2581.52 a Mytolac [GH] a Somatuline Autogel [IS] 

lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe 
5777C 

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

2 5 .. *1699.46 a Mytolac [GH] a Somatuline Autogel [IS] 

lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe 
5778D 

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

2 5 .. *2261.74 a Mytolac [GH] a Somatuline Autogel [IS] 

 LANREOTIDE 
Note Somatuline Autogel and Mytolac products are equivalent for the purpose of substitution. Pharmacists should ensure that 

patients are educated regarding the product differences upon dispensing. 
Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority required (STREAMLINED) 
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10061 
Non-functional gastroenteropancreatic neuroendocrine tumour (GEP-NET) 
Clinical criteria: 
• The condition must be unresectable locally advanced disease or metastatic disease, AND 
• The condition must be World Health Organisation (WHO) grade 1 or 2, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Population criteria: 
• Patient must be aged 18 years or older. 
WHO grade 1 of GEP-NET is defined as a mitotic count (10HPF) of less than 2 and Ki-67 index (%) of less than or equal to 
2. 
WHO grade 2 of GEP-NET is defined as a mitotic count (10HPF) of 2-20 and Ki-67 index (%) of 3-20. 

lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 
11513Y 

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

2 5 .. *2581.52 a Mytolac [GH] a Somatuline Autogel [IS] 

 USTEKINUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CROHN DISEASE 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines for adult patients with severe Crohn disease. Where the term 'biological medicine' appears in the following notes 
and restrictions, it refers to the tumour necrosis factor (TNF) alfa-antagonists (adalimumab and infliximab), the alpha-4 
beta-7 integrin inhibitor (vedolizumab) and the human IgG1kappa monoclonal antibody (ustekinumab). 
Patients are eligible for PBS-subsidised treatment with only 1 of the above PBS-subsidised biological medicines at any one 
time. 
From 1 September 2017, under the PBS, all patients will be able to commence a treatment cycle where they may trial PBS-
subsidised a biological medicine without having to experience a disease flare when swapping to the alternate agent. Under 
these arrangements, within a single treatment cycle, a patient may continue to receive long-term treatment with a biological 
medicine while they continue to show a response to therapy. 
A patient who received PBS-subsidised treatment with a biological medicine prior to 1 September 2017 is considered to 
have started their treatment cycle as of 1 September 2017. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. 
Once a patient has either failed or ceased to respond to treatment for this condition 3 times, they are deemed to have 
completed a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine 
therapy for this condition before they are eligible to commence the next cycle. The 5-year break is measured from the date 
of the last approval for PBS-subsidised biological medicine treatment in the most recent cycle to the date of the first 
application for initial treatment with a biological medicine under the new treatment cycle. 
A patient who has failed fewer than 3 trials of biological medicine therapy in a treatment cycle and who has a break in 
therapy of less than 5 years, may commence a further course of treatment within the same treatment cycle. 
A patient who has failed fewer than 3 trials of biological medicine therapy in a treatment cycle and who has a break in 
therapy of more than 5 years, may commence a new treatment cycle. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
(1) How to prescribe PBS-subsidised adalimumab, infliximab, vedolizumab or ustekinumab therapy after 1 September 
2017. 
(a) Initial treatment. 
Applications for initial treatment should be made where: 
(i) a patient has received no prior PBS-subsidised biological medicine treatment in this treatment cycle and wishes to 
commence such therapy Initial 1 (new patient); or 
(ii) a patient has received prior PBS-subsidised (initial or continuing) biological medicine and wishes to trial an alternate 
agent - Initial 2 (change or recommencement of treatment after a break in therapy of less than 5 years) [further details are 
under 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy with that agent - Initial 2 (change or recommencement of treatment after a break in therapy of less than 5 years); or 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years - Initial 3 (recommencement of treatment after a break in biological medicine of more than 5 years). 
From 1 September 2017, a patient must be assessed for response to any course of initial PBS-subsidised treatment 
following a minimum of 12 weeks of therapy and no later than 4 weeks from the date that course was ceased for 
adalimumab or infliximab subcutaneous form or ustekinumab or vedolizumab subcutaneous form, and up to 12 weeks after 
the first dose (6 weeks following the third dose) for infliximab intravenous form or vedolizumab intravenous form. 
Where a response assessment is not conducted within these timeframes, the patient will be deemed to have failed to 
respond to treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a 
severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab subcutaneous form only: 
Initial treatment to subcutaneous form of infliximab should be permitted after administration of at least 2 initial intravenous 
infusions of infliximab. A maximum quantity and number of repeats to provide for weeks 6, 8, 10, 12, 14 and 16 will be 
authorised. 
Ustekinumab only: Two completed authority prescriptions should be submitted with every initial application for this drug. 
One prescription should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a 
quantity of up to 4 vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for the 
subsequent first dose, containing a quantity of 2 vials of 45 mg and no repeats. 
Vedolizumab subcutaneous form only: initial treatment to subcutaneous form of vedolizumab should be permitted after 
administration of at least 2 of the 3 initial intravenous infusions of vedolizumab. Where two initial doses of vedolizumab (at 
weeks 0 and 2) is administered via intravenous infusion, initial treatment with subcutaneous form will commence at week 6. 
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A maximum quantity and number of repeats to provide for weeks 6, 8, 10, 12, 14 and 16 will be authorised. Where three 
initial doses of vedolizumab (at weeks 0, 2 and 6) is administered via intravenous infusion, initial treatment with 
subcutaneous form will commence at week 14 (8 weeks after the third dose). A maximum quantity to provide for weeks 14 
and 16 will be authorised. 
(b) Continuing treatment. 
Following the completion of an initial treatment course with a biological medicine, a patient may qualify to receive up to 24 
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The 
patient remains eligible to receive continuing treatment with the same drug in courses of up to 24 weeks providing they 
continue to sustain the response. 
It is recommended that a patient be reviewed in the 4 weeks prior to completing their current course of treatment to ensure 
uninterrupted supply of treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be conducted within 
4 weeks of the last dose. Where a response assessment is not conducted within the required timeframe, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab patients: 
A patient may swap between the intravenous and subcutaneous forms of infliximab at any time under the continuing 
treatment restrictions provided the patient has demonstrated adequate response to treatment with infliximab. 
Vedolizumab patients: 
A patient may swap between intravenous and subcutaneous forms of vedolizumab at any time under the continuing 
treatment restrictions provided the patient has demonstrated adequate response to treatment with vedolizumab. 
Adalimumab and infliximab intravenous form only: 
Following the completion of an initial treatment course with a specific biological medicine, a patient remains eligible to 
receive up to 24 weeks per course of continuing treatment under the First continuing treatment and Subsequent continuing 
treatment restrictions with that drug providing they continue to sustain the response. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of the most recent course of treatment. 
(2) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine therapy is approved, a patient may swap if eligible to 
the alternate biological medicine within the same treatment cycle without having to requalify with respect to the indices of 
disease severity (i.e. Crohn Disease Activity Index (CDAI) Score, confirmation of Crohn disease), or the prior conventional 
therapies of corticosteroid therapy and immunosuppressive therapy. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that drug once within the same treatment cycle. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment, within the timeframes specified in the relevant restriction. 
A patient who is not able to complete an initial treatment course for a biological medicine will be deemed to have failed 
treatment with that 
biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment. 
(3) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline measurements of the CDAI or evidence of intestinal inflammation submitted with the first authority application for a 
biological medicine. 
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is 
submitted within a treatment cycle and the eligibility for continuing treatment must be assessed according to these revised 
baseline measurements. 
To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be 
used to assess response to all subsequent treatments. 
(4) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to recommence treatment following a break in PBS-subsidised biological medicine therapy of at least 
5 years, must requalify for initial treatment with respect to the indices of disease severity under the Initial 3 restriction. A re-
trial of systemic therapy is not required. 

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

operation 8 a.m. to 5 p.m. EST Monday to Friday). 
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au 
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional 
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos 
Or mailed to: 
Services Australia 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 
Severe Crohn disease 
Treatment Phase: Initial treatment - Initial 1 (new patient) 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
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Population criteria: 
• Patient must be aged 18 years or older. 
Clinical criteria: 
• Patient must have confirmed severe Crohn disease, defined by standard clinical, endoscopic and/or imaging features, 

including histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND 
• Patient must have failed to achieve an adequate response to prior systemic therapy with a tapered course of steroids, 

starting at a dose of at least 40 mg prednisolone (or equivalent), over a 6 week period, AND 
• Patient must have failed to achieve adequate response to prior systemic immunosuppressive therapy with azathioprine at 

a dose of at least 2 mg per kg daily for 3 or more consecutive months; OR 
• Patient must have failed to achieve adequate response to prior systemic immunosuppressive therapy with 6-

mercaptopurine at a dose of at least 1 mg per kg daily for 3 or more consecutive months; OR 
• Patient must have failed to achieve adequate response to prior systemic immunosuppressive therapy with methotrexate 

at a dose of at least 15 mg weekly for 3 or more consecutive months, AND 
• The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction, AND 
• Patient must have a Crohn Disease Activity Index (CDAI) Score greater than or equal to 300 as evidence of failure to 

achieve an adequate response to prior systemic therapy; OR 
• Patient must have short gut syndrome with diagnostic imaging or surgical evidence, or have had an ileostomy or 

colostomy; and must have evidence of intestinal inflammation; and must have evidence of failure to achieve an adequate 
response to prior systemic therapy as specified below; OR 

• Patient must have extensive intestinal inflammation affecting more than 50 cm of the small intestine as evidenced by 
radiological imaging; and must have a Crohn Disease Activity Index (CDAI) Score greater than or equal to 220; and must 
have evidence of failure to achieve an adequate response to prior systemic therapy as specified below. 

Applications for authorisation must be made in writing and must include: 
(a) two completed authority prescription forms; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form which includes the following: 
(i) the completed current Crohn Disease Activity Index (CDAI) calculation sheet including the date of assessment of the 
patient's condition if relevant; and 
(ii) details of prior systemic drug therapy [dosage, date of commencement and duration of therapy]; and 
(iii) the reports and dates of the pathology or diagnostic imaging test(s) nominated as the response criterion, if relevant; and 
(iv) the date of the most recent clinical assessment. 
Evidence of failure to achieve an adequate response to prior therapy must include at least one of the following: 
(a) patient must have evidence of intestinal inflammation; 
(b) patient must be assessed clinically as being in a high faecal output state; 
(c) patient must be assessed clinically as requiring surgery or total parenteral nutrition (TPN) as the next therapeutic option, 
in the absence of this drug, if affected by short gut syndrome, extensive small intestine disease or is an ostomy patient. 
Evidence of intestinal inflammation includes: 
(i) blood: higher than normal platelet count, or, an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per 
hour, or, a C-reactive protein (CRP) level greater than 15 mg per L; or 
(ii) faeces: higher than normal lactoferrin or calprotectin level; or 
(iii) diagnostic imaging: demonstration of increased uptake of intravenous contrast with thickening of the bowel wall or 
mesenteric lymphadenopathy or fat streaking in the mesentery. 
Two completed authority prescriptions should be submitted with every initial application for this drug. One prescription 
should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity of up to 4 
vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for 2 vials of 45 mg and no 
repeats. 
A maximum quantity of a weight based loading dose is up to 4 vials with no repeats and the subsequent first dose of 90 mg 
(2 vials of 45 mg) with no repeats provide for an initial 16 week course of this drug will be authorised. 
Where fewer than 6 vials in total are requested at the time of the application, authority approvals for a sufficient number of 
vials based on the patient's weight to complete dosing at weeks 0 and 8 may be requested by telephone through the 
balance of supply restriction. 
Under no circumstances will telephone approvals be granted for initial authority applications, or for treatment that would 
otherwise extend the initial treatment period. 
All assessments, pathology tests and diagnostic imaging studies must be made within 1 month of the date of application and 
should be performed preferably whilst still on conventional treatment, but no longer than 1 month following cessation of the 
most recent prior treatment 
If treatment with any of the specified prior conventional drugs is contraindicated according to the relevant TGA-approved 
Product Information, please provide details at the time of application.  
If intolerance to treatment develops during the relevant period of use, which is of a severity necessitating permanent 
treatment withdrawal, details of this toxicity must be provided at the time of application.  
Details of the accepted toxicities including severity can be found on the Department of Human Services website. 
Any one of the baseline criteria may be used to determine response to an initial course of treatment and eligibility for 
continued therapy, according to the criteria included in the continuing treatment restriction. However, the same criterion 
must be used for any subsequent determination of response to treatment, for the purpose of eligibility for continuing PBS-
subsidised therapy. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
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Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Increase in the maximum quantity or number of units up to 4 may be authorised for the purpose of weight-based loading 
dose. 

 

Authority required 
Severe Crohn disease 
Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of 
less than 5 years) 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug for this condition during 

the current treatment cycle, AND 
• The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Applications for authorisation must be made in writing and must include: 
(a) two completed authority prescription forms; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form, which includes the following: 
(i) the completed Crohn Disease Activity Index (CDAI) Score calculation sheet including the date of the assessment of the 
patient's condition, if relevant; or 
(ii) the reports and dates of the pathology or diagnostic imaging test(s) used to assess response to therapy for patients with 
short gut syndrome, extensive small intestine disease or an ostomy, if relevant; and 
(iii) the date of clinical assessment; and 
(iv) the details of prior biological medicine treatment including the details of date and duration of treatment. 
Two completed authority prescriptions should be submitted with every initial application for this drug. One prescription 
should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity of up to 4 
vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for 2 vials of 45 mg and no 
repeats. 
A maximum quantity of a weight based loading dose is up to 4 vials with no repeats and the subsequent first dose of 90 mg 
(2 vials of 45 mg) with no repeats provide for an initial 16 week course of this drug will be authorised. 
Where fewer than 6 vials in total are requested at the time of the application, authority approvals for a sufficient number of 
vials based on the patient's weight to complete dosing at weeks 0 and 8 may be requested by telephone through the 
balance of supply restriction. 
Under no circumstances will telephone approvals be granted for initial authority applications, or for treatment that would 
otherwise extend the initial treatment period. 
To demonstrate a response to treatment the application must be accompanied by the results of the most recent course of 
biological medicine therapy within the timeframes specified in the relevant restriction. 
Where the most recent course of PBS-subsidised biological medicine treatment was approved under either Initial 1, Initial 2, 
Initial 3 or continuing treatment restrictions, an assessment of a patient's response must have been conducted following a 
minimum of 12 weeks of therapy for adalimumab or ustekinumab and up to 12 weeks after the first dose (6 weeks following 
the third dose) for infliximab and vedolizumab and submitted to the Department of Human Services no later than 4 weeks 
from the date of completion of treatment. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 

Note Increase in the maximum quantity or number of units up to 4 may be authorised for the purpose of weight-based loading 
dose. 

 

Authority required 
Severe Crohn disease 
Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than 
5 years) 
Treatment criteria: 
• Must be treated by a gastroenterologist (code 87); OR 
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• Must be treated by a consultant physician [internal medicine specialising in gastroenterology (code 81)]; OR 
• Must be treated by a consultant physician [general medicine specialising in gastroenterology (code 82)]. 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have a break in treatment of 5 years or more from the most recently approved PBS-subsidised biological 

medicine for this condition, AND 
• Patient must have confirmed severe Crohn disease, defined by standard clinical, endoscopic and/or imaging features, 

including histological evidence, with the diagnosis confirmed by a gastroenterologist or a consultant physician, AND 
• Patient must have a Crohn Disease Activity Index (CDAI) Score of greater than or equal to 300 that is no more than 4 

weeks old at the time of application; OR 
• Patient must have a documented history of intestinal inflammation and have diagnostic imaging or surgical evidence of 

short gut syndrome if affected by the syndrome or has an ileostomy or colostomy; OR 
• Patient must have a documented history and radiological evidence of intestinal inflammation if the patient has extensive 

small intestinal disease affecting more than 50 cm of the small intestine, together with a Crohn Disease Activity Index 
(CDAI) Score greater than or equal to 220 and that is no more than 4 weeks old at the time of application, AND 

• Patient must have evidence of intestinal inflammation; OR 
• Patient must be assessed clinically as being in a high faecal output state; OR 
• Patient must be assessed clinically as requiring surgery or total parenteral nutrition (TPN) as the next therapeutic option, 

in the absence of this drug, if affected by short gut syndrome, extensive small intestine disease or is an ostomy patient, 
AND 

• The treatment must not exceed a total of 2 doses to be administered at weeks 0 and 8 under this restriction. 
Population criteria: 
• Patient must be aged 18 years or older. 
Applications for authorisation must be made in writing and must include: 
(a) two completed authority prescription forms; and 
(b) a completed Crohn Disease PBS Authority Application - Supporting Information Form which includes the following: 
(i) the completed current Crohn Disease Activity Index (CDAI) calculation sheet including the date of assessment of the 
patient's condition if relevant; and 
(ii) the reports and dates of the pathology or diagnostic imaging test(s) nominated as the response criterion, if relevant; and 
(iii) the date of the most recent clinical assessment. 
Evidence of intestinal inflammation includes: 
(i) blood: higher than normal platelet count, or, an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per 
hour, or, a C-reactive protein (CRP) level greater than 15 mg per L; or 
(ii) faeces: higher than normal lactoferrin or calprotectin level; or 
(iii) diagnostic imaging: demonstration of increased uptake of intravenous contrast with thickening of the bowel wall or 
mesenteric lymphadenopathy or fat streaking in the mesentery. 
Two completed authority prescriptions should be submitted with every initial application for this drug. One prescription 
should be written under S100 (Highly Specialised Drugs) for a weight-based loading dose, containing a quantity of up to 4 
vials of 130 mg and no repeats. The second prescription should be written under S85 (General) for 2 vials of 45 mg and no 
repeats. 
A maximum quantity of a weight based loading dose is up to 4 vials with no repeats and the subsequent first dose of 90 mg 
(2 vials of 45 mg) with no repeats provide for an initial 16 week course of this drug will be authorised. 
Where fewer than 6 vials in total are requested at the time of the application, authority approvals for a sufficient number of 
vials based on the patient's weight to complete dosing at weeks 0 and 8 may be requested by telephone through the 
balance of supply restriction. 
Under no circumstances will telephone approvals be granted for initial authority applications, or for treatment that would 
otherwise extend the initial treatment period. 
Any one of the baseline criteria may be used to determine response to an initial course of treatment and eligibility for 
continued therapy, according to the criteria included in the continuing treatment restriction. However, the same criterion 
must be used for any subsequent determination of response to treatment, for the purpose of eligibility for continuing PBS-
subsidised therapy. 
An assessment of a patient's response to an initial course of treatment must be conducted following a minimum of 12 weeks 
of therapy. An application for the continuing treatment must be accompanied with the assessment of response and 
submitted to the Department of Human Services no later than 4 weeks from the date of completion of the most recent 
course of treatment. This will enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised 
treatment. 
Where the response assessment is not submitted within this timeframe, the patient will be deemed to have failed to respond 
to treatment with this drug. 
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for 
permanent withdrawal of treatment is not considered as a treatment failure. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

Note Increase in the maximum quantity or number of units up to 4 may be authorised for the purpose of weight-based loading 
dose. 
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ustekinumab 130 mg/26 mL injection, 26 mL vial 
11182M 

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

4 .. .. *15236.32  Stelara [JC]   
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Highly Specialised Drugs Program 
(Community Access) 
 LANREOTIDE 

Note Somatuline Autogel and Mytolac products are equivalent for the purpose of substitution. Pharmacists should ensure that 
patients are educated regarding the product differences upon dispensing. 

 

Authority required (STREAMLINED) 
7532 
Acromegaly 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The condition must be active, AND 
• Patient must have persistent elevation of mean growth hormone levels of greater than 2.5 micrograms per litre, AND 
• The treatment must be after failure of other therapy including dopamine agonists; OR 
• The treatment must be as interim treatment while awaiting the effects of radiotherapy and where treatment with 

dopamine agonists has failed; OR 
• The treatment must be in a patient who is unfit for or unwilling to undergo surgery and where radiotherapy is 

contraindicated, AND 
• The treatment must cease in a patient treated with radiotherapy if there is biochemical evidence of remission (normal 

IGF1) after lanreotide has been withdrawn for at least 4 weeks (8 weeks after the last dose), AND 
• The treatment must cease if IGF1 is not lower after 3 months of treatment, AND 
• The treatment must not be given concomitantly with PBS-subsidised pegvisomant. 
In a patient treated with radiotherapy, lanreotide should be withdrawn every 2 years in the 10 years after radiotherapy for 
assessment of remission.  
Authority required (STREAMLINED) 
7509 
Functional carcinoid tumour 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The condition must be causing intractable symptoms, AND 
• Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which 

persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND 
• Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND 
• The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of 

symptoms after 3 months' therapy at a dose of 120 mg every 28 days. 
Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to 
determine the minimum effective dose. 

lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 
11289E 
 

Max.Qty 
Packs 

No. of 
Rpts 

Premium 
$ 

DPMQ $ MRVSN 
$ 

 Brand Name and 
Manufacturer 

 Brand Name and 
Manufacturer 

2 5 .. *2629.89 30.00 a Mytolac [GH] a Somatuline Autogel [IS] 
lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe 
11315M 
 

Max.Qty 
Packs 

No. of 
Rpts 

Premium 
$ 

DPMQ $ MRVSN 
$ 

 Brand Name and 
Manufacturer 

 Brand Name and 
Manufacturer 

2 5 .. *1747.83 30.00 a Mytolac [GH] a Somatuline Autogel [IS] 
lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe 
11316N 
 

Max.Qty 
Packs 

No. of 
Rpts 

Premium 
$ 

DPMQ $ MRVSN 
$ 

 Brand Name and 
Manufacturer 

 Brand Name and 
Manufacturer 

2 5 .. *2310.11 30.00 a Mytolac [GH] a Somatuline Autogel [IS] 

 LANREOTIDE 
Note Somatuline Autogel and Mytolac products are equivalent for the purpose of substitution. Pharmacists should ensure that 

patients are educated regarding the product differences upon dispensing. 
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 (STREAMLINED) 
10075 
Non-functional gastroenteropancreatic neuroendocrine tumour (GEP-NET) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• The condition must be unresectable locally advanced disease or metastatic disease, AND 
• The condition must be World Health Organisation (WHO) grade 1 or 2, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Population criteria: 
• Patient must be aged 18 years or older. 
WHO grade 1 of GEP-NET is defined as a mitotic count (10HPF) of less than 2 and Ki-67 index (%) of less than or equal to 
2. 
WHO grade 2 of GEP-NET is defined as a mitotic count (10HPF) of 2-20 and Ki-67 index (%) of 3-20. 

lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe 
11736Q 
 

Max.Qty 
Packs 

No. of 
Rpts 

Premium 
$ 

DPMQ $ MRVSN 
$ 

 Brand Name and 
Manufacturer 

 Brand Name and 
Manufacturer 

2 5 .. *2629.89 30.00 a Mytolac [GH] a Somatuline Autogel [IS] 
 


