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Fees, Patient Contributions and 
Safety Net Thresholds 
The following fees, patient contributions and safety net thresholds apply as at 1 March 2026 and are included, where applicable, 
in prices published in the Schedule — 
 

Dispensing Fees: Ready-prepared $8.88 

 Dangerous drug fee $5.50 

 Extemporaneously-prepared $10.92 

 Allowable additional patient charge* $2.79 

   

Additional Fees (for safety net prices): Ready-prepared $1.48 

 Extemporaneously-prepared $1.91 

   

Patient Co-payments: General $25.00 

 Concessional $7.70 

   

Safety Net Thresholds: General $1748.20 

 Concessional $277.20 

   

Safety Net Card Issue Fee:  $12.78 
  
* 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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Brief Summary of Changes 

 

Summary of Changes 
These changes to the Schedule of Pharmaceutical Benefits are effective from 1 March 2026. The Schedule is updated on the 
first day of each month and is available on the internet at www.pbs.gov.au. 

Prescriber Bag 
Advance Notices 
1 April 2026 
Deletion – Brand 

3496B Salbutamol Cipla, LR – SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules 

General Pharmaceutical Benefits 
Additions 
Addition – Item 

15220C AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL syringe (Eylea) 

15221D AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL syringe (Eylea) 

15248M AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL syringe (Eylea) 

15260E AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL syringe (Eylea) 

15128F ARIPIPRAZOLE, aripiprazole 300 mg modified release injection [1 chamber] (&) inert substance diluent [1.2 mL 
chamber], 1 dual chamber syringe (Abilify Maintena) 

15122X ARIPIPRAZOLE, aripiprazole 400 mg modified release injection [1 chamber] (&) inert substance diluent [1.6 mL 
chamber], 1 dual chamber syringe (Abilify Maintena) 

15243G BECLOMETASONE + FORMOTEROL + GLYCOPYRRONIUM, beclometasone dipropionate 100 
microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation + glycopyrronium 10 
microgram/actuation inhalation, 120 actuations (Trimbow) 

15232Q BECLOMETASONE + FORMOTEROL + GLYCOPYRRONIUM, beclometasone dipropionate 200 
microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation + glycopyrronium 10 
microgram/actuation inhalation, 120 actuations (Trimbow) 

15256Y BIMEKIZUMAB, bimekizumab 320 mg/2 mL injection, 2 mL pen devices (Bimzelx) 

15262G BIMEKIZUMAB, bimekizumab 320 mg/2 mL injection, 2 mL pen devices (Bimzelx) 

15233R BUDESONIDE + FORMOTEROL, budesonide 200 microgram/actuation + formoterol fumarate dihydrate 6 
microgram/actuation powder for inhalation, 60 actuations (Bufomix Easyhaler 200/6) 

15240D BUDESONIDE + FORMOTEROL, budesonide 200 microgram/actuation + formoterol fumarate dihydrate 6 
microgram/actuation powder for inhalation, 60 actuations (Bufomix Easyhaler 200/6) 

15257B DAPAGLIFLOZIN, dapagliflozin 10 mg tablet, 28 (Forxiga) 

15252R EMPAGLIFLOZIN, empagliflozin 10 mg tablet, 30 (Jardiance) 

15253T EMPAGLIFLOZIN, empagliflozin 10 mg tablet, 30 (Jardiance) 

15270Q IVABRADINE, ivabradine 5 mg tablet, 56 (APO-Ivabradine, Coralan, IVABRADINE-WGR) 

15241E IVABRADINE, ivabradine 7.5 mg tablet, 56 (APO-Ivabradine, Coralan) 

15268N OPICAPONE, opicapone 50 mg capsule, 30 (Ongentys) 

15236X PIOGLITAZONE, Pioglitazone 15 mg tablet, 30 (Actos) 

15261F PIOGLITAZONE, Pioglitazone 15 mg tablet, 30 (Actos) 
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15223F PIOGLITAZONE, Pioglitazone 30 mg tablet, 30 (Actos) 

15267M PIOGLITAZONE, Pioglitazone 30 mg tablet, 30 (Actos) 

15222E PIOGLITAZONE, Pioglitazone 45 mg tablet, 30 (Actos) 

15229M PIOGLITAZONE, Pioglitazone 45 mg tablet, 30 (Actos) 

15239C PRAZIQUANTEL, praziquantel 600 mg tablet, 8 (Distocide (Korea)) 

15242F PROPYLENE GLYCOL, propylene glycol 0.6% eye drops, 10 mL (Systane Balance) 

Addition – Brand 
8213G ATOMED, DZ – ATORVASTATIN, atorvastatin 10 mg tablet, 30 

13495G ATOMED, DZ – ATORVASTATIN, atorvastatin 10 mg tablet, 30 

8214H ATOMED, DZ – ATORVASTATIN, atorvastatin 20 mg tablet, 30 

13529C ATOMED, DZ – ATORVASTATIN, atorvastatin 20 mg tablet, 30 

8215J ATOMED, DZ – ATORVASTATIN, atorvastatin 40 mg tablet, 30 

13468W ATOMED, DZ – ATORVASTATIN, atorvastatin 40 mg tablet, 30 

8521L ATOMED, DZ – ATORVASTATIN, atorvastatin 80 mg tablet, 30 

13374X ATOMED, DZ – ATORVASTATIN, atorvastatin 80 mg tablet, 30 

1115Q DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% cream, 15 g 

1119X DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% ointment, 15 
g 

10795E DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% ointment, 15 
g 

10800K DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% cream, 15 g 

10801L DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% cream, 15 g 

10802M DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% cream, 15 g 

10813D DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% cream, 15 g 

10816G DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% ointment, 15 
g 

10820L DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% ointment, 15 
g 

10821M DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% ointment, 15 
g 

10823P DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% ointment, 15 
g 

10824Q DIPROVANT, NB – BETAMETHASONE DIPROPIONATE, betamethasone (as dipropionate) 0.05% cream, 15 g 

5457F Stoboclo, EW – DENOSUMAB, denosumab 60 mg/mL injection, 1 mL syringe 

5110Y Osenvelt, EW – DENOSUMAB, denosumab 120 mg/1.7 mL injection, 1.7 mL vial 

10061M Osenvelt, EW – DENOSUMAB, denosumab 120 mg/1.7 mL injection, 1.7 mL vial 

5096F ARX-Dicloxacillin, XT – DICLOXACILLIN, dicloxacillin 250 mg capsule, 24 

8121K ARX-Dicloxacillin, XT – DICLOXACILLIN, dicloxacillin 250 mg capsule, 24 

5097G ARX-Dicloxacillin, XT – DICLOXACILLIN, dicloxacillin 500 mg capsule, 24 

8122L ARX-Dicloxacillin, XT – DICLOXACILLIN, dicloxacillin 500 mg capsule, 24 

10790X ARX-Dicloxacillin, XT – DICLOXACILLIN, dicloxacillin 500 mg capsule, 24 

8558K Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes 

8716R Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 20 mg/0.2 mL injection, 10 x 0.2 mL syringes 

8510X Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes 

8639Q Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 40 mg/0.4 mL injection, 10 x 0.4 mL syringes 

8262W Enojaxect, CR – ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes 
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8640R Enojaxect, CR – ENOXAPARIN SODIUM, enoxaparin sodium 60 mg/0.6 mL injection, 10 x 0.6 mL syringes 

5434B Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes 

8263X Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 80 mg/0.8 mL injection, 10 x 0.8 mL syringes 

5435C Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes 

8264Y Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 100 mg/mL injection, 10 x 1 mL syringes 

13688K Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL syringes 

13710N Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 120 mg/0.8 mL injection, 10 x 0.8 mL syringes 

13717Y Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 150 mg/mL injection, 10 x 1 mL syringes 

13729N Enoxaject, CR – ENOXAPARIN SODIUM, enoxaparin sodium 150 mg/mL injection, 10 x 1 mL syringes 

1963H Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

3446J Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

3449M Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

9085E Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

9086F Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

9087G Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

9088H Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

9089J Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

9090K Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

9091L Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

9431J Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

11211C Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

11216H Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

11217J Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

11225T Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

13698Y Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

13707K Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

13733T Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

13751R Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

15050D Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

2361G Felodil XR 2.5, XT – FELODIPINE, felodipine 2.5 mg modified release tablet, 30 

13377C Felodil XR 2.5, XT – FELODIPINE, felodipine 2.5 mg modified release tablet, 30 

9022W ARX-FENOFIBRATE, TY – FENOFIBRATE, fenofibrate 48 mg tablet, 60 

13469X ARX-FENOFIBRATE, TY – FENOFIBRATE, fenofibrate 48 mg tablet, 60 

9023X ARX-FENOFIBRATE, TY – FENOFIBRATE, fenofibrate 145 mg tablet, 30 

13587D ARX-FENOFIBRATE, TY – FENOFIBRATE, fenofibrate 145 mg tablet, 30 

Addition – Equivalence Indicator 
14594D Eylea, BN – AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial 

14626T Eylea, BN – AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial 

14627W Eylea, BN – AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial 

14635G Eylea, BN – AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial 

15199Y Praziquantel Tablets, USP 600 mg (Endo, USA), QY – PRAZIQUANTEL, Praziquantel 600 mg tablet, 6 

Addition – Note 
14594D AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial (Eylea) 
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14626T AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial (Eylea) 

14627W AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial (Eylea) 

14635G AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial (Eylea) 

15199Y PRAZIQUANTEL, Praziquantel 600 mg tablet, 6 (Praziquantel Tablets, USP 600 mg (Endo, USA)) 

Deletions 
Deletion – Brand 

10019H Erlotinib APOTEX, TX – ERLOTINIB, erlotinib 100 mg tablet, 30 

10020J Erlotinib APOTEX, TX – ERLOTINIB, erlotinib 100 mg tablet, 30 

11260P Erlotinib APOTEX, TX – ERLOTINIB, erlotinib 100 mg tablet, 30 

8532C Tenaxil SR, RW – INDAPAMIDE, indapamide hemihydrate 1.5 mg modified release tablet, 90 

13475F Tenaxil SR, RW – INDAPAMIDE, indapamide hemihydrate 1.5 mg modified release tablet, 90 

8654L NOUMED LEVETIRACETAM, VO – LEVETIRACETAM, levetiracetam 250 mg tablet, 60 

13992K NOUMED LEVETIRACETAM, VO – LEVETIRACETAM, levetiracetam 250 mg tablet, 60 

8655M NOUMED LEVETIRACETAM, VO – LEVETIRACETAM, levetiracetam 500 mg tablet, 60 

14034P NOUMED LEVETIRACETAM, VO – LEVETIRACETAM, levetiracetam 500 mg tablet, 60 

8656N NOUMED LEVETIRACETAM, VO – LEVETIRACETAM, levetiracetam 1 g tablet, 60 

13937M NOUMED LEVETIRACETAM, VO – LEVETIRACETAM, levetiracetam 1 g tablet, 60 

1915T Momasone, AS – MOMETASONE, mometasone furoate 0.1% ointment, 15 g 

10791Y Momasone, AS – MOMETASONE, mometasone furoate 0.1% ointment, 15 g 

10793C Momasone, AS – MOMETASONE, mometasone furoate 0.1% ointment, 15 g 

10812C Momasone, AS – MOMETASONE, mometasone furoate 0.1% ointment, 15 g 

10814E Momasone, AS – MOMETASONE, mometasone furoate 0.1% ointment, 15 g 

10828X Momasone, AS – MOMETASONE, mometasone furoate 0.1% ointment, 15 g 

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

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

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

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

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

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

Deletion – Note 
14714K OSILODROSTAT, osilodrostat 1 mg tablet, 60 (Isturisa) 

14724Y OSILODROSTAT, osilodrostat 5 mg tablet, 60 (Isturisa) 

14713J RISANKIZUMAB, risankizumab 150 mg/mL injection, 1 mL pen device (Skyrizi) 

Deletion – Restriction 
14714K OSILODROSTAT, osilodrostat 1 mg tablet, 60 (Isturisa) 

14724Y OSILODROSTAT, osilodrostat 5 mg tablet, 60 (Isturisa) 

14713J RISANKIZUMAB, risankizumab 150 mg/mL injection, 1 mL pen device (Skyrizi) 

Alterations 
Alteration – Restriction 

14594D AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial (Eylea) 

14627W AFLIBERCEPT, aflibercept 8 mg/0.07 mL injection, 0.07 mL vial (Eylea) 

13644D BIMEKIZUMAB, bimekizumab 160 mg/mL injection, 2 x 1 mL pen devices (Bimzelx) 

13652M BIMEKIZUMAB, bimekizumab 160 mg/mL injection, 2 x 1 mL pen devices (Bimzelx) 
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14792M EPCORITAMAB, Epcoritamab 4 mg/0.8 mL injection, 0.8 mL vial (Epkinly) 

Supply Only 
Supply Only – Period Commencing 

14931W DROSPIRENONE, drospirenone 4 mg tablet [24] (&) inert substance tablet [4], 3 x 28 (Slinda) 

Supply Only – Period Ending 
1062X BETHANECHOL, bethanechol chloride 10 mg tablet, 100 (Uro-Carb) 

1948M PROMETHAZINE, promethazine hydrochloride 50 mg/2 mL injection, 5 x 2 mL ampoules (DBL Promethazine 
Hydrochloride) 

3374N PROMETHAZINE, promethazine hydrochloride 50 mg/2 mL injection, 5 x 2 mL ampoules (DBL Promethazine 
Hydrochloride) 

9479X SILVER SULFADIAZINE, silver sulfadiazine 1% cream, 50 g (Flamazine) 

Advance Notices 
1 April 2026 
Deletion – Brand 

14722W Acarbose 100 mg tablets (Morningside, UK), DZ – ACARBOSE, acarbose 100 mg tablet, 90 

14734L Acarbose 100 mg tablets (Morningside, UK), DZ – ACARBOSE, acarbose 100 mg tablet, 90 

8408M Qvar 50 Autohaler, IL – BECLOMETASONE, beclometasone dipropionate 50 microgram/actuation breath 
activated inhalation, 200 actuations 

14378R Qvar 50 Autohaler, IL – BECLOMETASONE, beclometasone dipropionate 50 microgram/actuation breath 
activated inhalation, 200 actuations 

5079H Voltaren 100, NV – DICLOFENAC, diclofenac sodium 100 mg suppository, 20 

1302M Voltaren 100, NV – DICLOFENAC, diclofenac sodium 100 mg suppository, 20 

10022L Erlotinib APOTEX, TX – ERLOTINIB, erlotinib 25 mg tablet, 30 

10028T Erlotinib APOTEX, TX – ERLOTINIB, erlotinib 25 mg tablet, 30 

11263T Erlotinib APOTEX, TX – ERLOTINIB, erlotinib 25 mg tablet, 30 

9484E EzSimva GH 10/20, GQ – EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 20 mg tablet, 30 

13442L EzSimva GH 10/20, GQ – EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 20 mg tablet, 30 

8882L EzSimva GH 10/80, GQ – EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 80 mg tablet, 30 

13595M EzSimva GH 10/80, GQ – EZETIMIBE + SIMVASTATIN, ezetimibe 10 mg + simvastatin 80 mg tablet, 30 

11107N Emend IV, MK – FOSAPREPITANT, fosaprepitant 150 mg injection, 1 vial 

11245W PKU Sphere15, VF – GLYCOMACROPEPTIDE FORMULA WITH DOCOSAHEXAENOIC ACID AND LOW 
PHENYLALANINE, glycomacropeptide formula with docosahexaenoic acid and low phenylalanine powder for 
oral liquid, 30 x 27 g sachets 

8729K Kytril, IX – GRANISETRON, granisetron 3 mg/3 mL injection, 3 mL ampoule 

8730L Kytril, IX – GRANISETRON, granisetron 3 mg/3 mL injection, 3 mL ampoule 

9224L Apidra, SW – INSULIN GLULISINE, insulin glulisine 100 units/mL injection, 1 x 10 mL vial 

5552F LATANOPROST-WGR, WG – LATANOPROST, latanoprost 0.005% eye drops, 2.5 mL 

8243W LATANOPROST-WGR, WG – LATANOPROST, latanoprost 0.005% eye drops, 2.5 mL 

14453Q LATANOPROST-WGR, WG – LATANOPROST, latanoprost 0.005% eye drops, 2.5 mL 

2530E Lincocin, PF – LINCOMYCIN, lincomycin 600 mg/2 mL injection, 5 x 2 mL vials 

5144R Lincocin, PF – LINCOMYCIN, lincomycin 600 mg/2 mL injection, 5 x 2 mL vials 

2481N Proladone, FF – OXYCODONE, oxycodone 30 mg suppository, 12 

5194J Proladone, FF – OXYCODONE, oxycodone 30 mg suppository, 12 

3050M Perindo, AF – PERINDOPRIL, perindopril erbumine 2 mg tablet, 30 

13404L Perindo, AF – PERINDOPRIL, perindopril erbumine 2 mg tablet, 30 

3051N Perindo, AF – PERINDOPRIL, perindopril erbumine 4 mg tablet, 30 
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13371R Perindo, AF – PERINDOPRIL, perindopril erbumine 4 mg tablet, 30 

8704D Perindo, AF – PERINDOPRIL, perindopril erbumine 8 mg tablet, 30 

13372T Perindo, AF – PERINDOPRIL, perindopril erbumine 8 mg tablet, 30 

8449Q Perindo Combi 4/1.25, AF – PERINDOPRIL + INDAPAMIDE, perindopril erbumine 4 mg + indapamide 
hemihydrate 1.25 mg tablet, 30 

13476G Perindo Combi 4/1.25, AF – PERINDOPRIL + INDAPAMIDE, perindopril erbumine 4 mg + indapamide 
hemihydrate 1.25 mg tablet, 30 

13148B Nardil (Canada), DZ – PHENELZINE, phenelzine 15 mg tablet, 60 

5203W APO-Piroxicam, TX – PIROXICAM, piroxicam 10 mg capsule, 50 

1897W APO-Piroxicam, TX – PIROXICAM, piroxicam 10 mg capsule, 50 

5204X APO-Piroxicam, TX – PIROXICAM, piroxicam 20 mg capsule, 25 

1898X APO-Piroxicam, TX – PIROXICAM, piroxicam 20 mg capsule, 25 

1953T Pro-Banthine, RW – PROPANTHELINE, propantheline bromide 15 mg tablet, 100 

13927B Pro-Banthine, RW – PROPANTHELINE, propantheline bromide 15 mg tablet, 100 

8822H Norprolac, FP – QUINAGOLIDE, quinagolide 75 microgram tablet, 30 

13982X Norprolac, FP – QUINAGOLIDE, quinagolide 75 microgram tablet, 30 

2000G Salbutamol Cipla, LR – SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules 

1109J Artane, RW – TRIHEXYPHENIDYL, trihexyphenidyl (benzhexol) hydrochloride 2 mg tablet, 200 

1110K Artane, RW – TRIHEXYPHENIDYL, trihexyphenidyl (benzhexol) hydrochloride 5 mg tablet, 200 

1 May 2026 
Deletion – Brand 

8594H AMISULPRIDE-WGR, WG – AMISULPRIDE, amisulpride 100 mg tablet, 30 

10414D Eliquis, BQ – APIXABAN, apixaban 5 mg tablet, 28 

9022W Fenofibrate Cipla, LR – FENOFIBRATE, fenofibrate 48 mg tablet, 60 

13469X Fenofibrate Cipla, LR – FENOFIBRATE, fenofibrate 48 mg tablet, 60 

1952R RASAGILINE-WGR, WG – RASAGILINE, rasagiline 1 mg tablet, 30 

14458Y RASAGILINE-WGR, WG – RASAGILINE, rasagiline 1 mg tablet, 30 

2285G NOUMED TERBINAFINE, VO – TERBINAFINE, terbinafine 250 mg tablet, 42 

2804N NOUMED TERBINAFINE, VO – TERBINAFINE, terbinafine 250 mg tablet, 42 

1 June 2026 
Deletion – Brand 

8612G Chemists' Own Macrogol with Electrolytes, RW – MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE 
+ POTASSIUM CHLORIDE, macrogol-3350 13.125 g + sodium chloride 350.7 mg + sodium bicarbonate 178.5 
mg + potassium chloride 46.6 mg powder for oral liquid, 30 sachets 

14408H Chemists' Own Macrogol with Electrolytes, RW – MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE 
+ POTASSIUM CHLORIDE, macrogol-3350 13.125 g + sodium chloride 350.7 mg + sodium bicarbonate 178.5 
mg + potassium chloride 46.6 mg powder for oral liquid, 30 sachets 

Palliative Care 
Advance Notices 
1 June 2026 
Deletion – Brand 

5389P Chemists' Own Macrogol with Electrolytes, RW – MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE 
+ POTASSIUM CHLORIDE, macrogol-3350 13.125 g + sodium chloride 350.7 mg + sodium bicarbonate 178.5 
mg + potassium chloride 46.6 mg powder for oral liquid, 30 sachets 
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Highly Specialised Drugs Program (Private Hospital) 
Additions 
Addition – Item 

15234T RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris) 

15235W RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris) 

15263H RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris) 

15254W RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris) 

15259D RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris) 

15264J RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris) 

Addition – Brand 
9615C Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

13332Q Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

Alterations 
Alteration – Restriction 

11472T NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

12176W NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

13064N NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

13111C NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

14096X NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

12610Q RISDIPLAM, risdiplam 750 microgram/mL powder for oral liquid, 80 mL (Evrysdi) 

13647G RISDIPLAM, risdiplam 750 microgram/mL powder for oral liquid, 80 mL (Evrysdi) 

14647X RISDIPLAM, risdiplam 750 microgram/mL powder for oral liquid, 80 mL (Evrysdi) 

Advance Notices 
1 April 2026 
Deletion – Brand 

12668R Pomalyst, BQ – POMALIDOMIDE, pomalidomide 3 mg capsule, 14 

10417G Pomalyst, BQ – POMALIDOMIDE, pomalidomide 3 mg capsule, 21 

12661J Pomalyst, BQ – POMALIDOMIDE, pomalidomide 4 mg capsule, 14 

10386P Pomalyst, BQ – POMALIDOMIDE, pomalidomide 4 mg capsule, 21 

1 May 2026 
Deletion – Brand 

12146G Bosentan Mylan, AF – BOSENTAN, bosentan 125 mg tablet, 60 

6430K Bosentan Mylan, AF – BOSENTAN, bosentan 125 mg tablet, 60 

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

15244H RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris) 

15245J RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris) 

15255X RAVULIZUMAB, ravulizumab 300 mg/3 mL injection, 3 mL vial (Ultomiris) 

15225H RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris) 

15246K RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris) 

15258C RAVULIZUMAB, ravulizumab 1.1 g/11 mL injection, 11 mL vial (Ultomiris) 
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Addition – Brand 
5733R Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

13308K Nepexto, GQ – ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes 

Alterations 
Alteration – Restriction 

11363C NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

12177X NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

12972R NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

13052Y NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

13083N NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

14099C NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza) 

12614X RISDIPLAM, risdiplam 750 microgram/mL powder for oral liquid, 80 mL (Evrysdi) 

13655Q RISDIPLAM, risdiplam 750 microgram/mL powder for oral liquid, 80 mL (Evrysdi) 

14659M RISDIPLAM, risdiplam 750 microgram/mL powder for oral liquid, 80 mL (Evrysdi) 

Advance Notices 
1 April 2026 
Deletion – Brand 

12666P Pomalyst, BQ – POMALIDOMIDE, pomalidomide 3 mg capsule, 14 

10406Q Pomalyst, BQ – POMALIDOMIDE, pomalidomide 3 mg capsule, 21 

12665N Pomalyst, BQ – POMALIDOMIDE, pomalidomide 4 mg capsule, 14 

10387Q Pomalyst, BQ – POMALIDOMIDE, pomalidomide 4 mg capsule, 21 

1 May 2026 
Deletion – Brand 

12149K Bosentan Mylan, AF – BOSENTAN, bosentan 125 mg tablet, 60 

5619R Bosentan Mylan, AF – BOSENTAN, bosentan 125 mg tablet, 60 

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

15231P TENOFOVIR DISOPROXIL + EMTRICITABINE + EFAVIRENZ, tenofovir disoproxil fumarate 300 mg + 
emtricitabine 200 mg + efavirenz 600 mg tablet, 30 (Efavirenz, Emtricitabine and Tenofovir Disoproxil Fumarate 
Tablet 600 mg/200 mg/300 mg (Camber, USA)) 

Addition – Equivalence Indicator 
11732L Tenofovir Disoproxil Emtricitabine Efavirenz Viatris 300/200/600, AL – TENOFOVIR DISOPROXIL + 

EMTRICITABINE + EFAVIRENZ, tenofovir disoproxil maleate 300 mg + emtricitabine 200 mg + efavirenz 600 mg 
tablet, 30 

Addition – Note 
11732L TENOFOVIR DISOPROXIL + EMTRICITABINE + EFAVIRENZ, tenofovir disoproxil maleate 300 mg + 

emtricitabine 200 mg + efavirenz 600 mg tablet, 30 (Tenofovir Disoproxil Emtricitabine Efavirenz Viatris 
300/200/600) 

Botulinum Toxin Program 
Additions 
Addition – Item 

15226J INCOBOTULINUMTOXINA, incobotulinumtoxinA 100 units injection, 1 vial (Xeomin) 

15247L INCOBOTULINUMTOXINA, incobotulinumtoxinA 100 units injection, 1 vial (Xeomin) 
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Comprehensive Summary of Changes 

 

General Pharmaceutical Benefits 
 AFLIBERCEPT 

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

Note Pharmaceutical benefits that have the form aflibercept 8 mg/0.07 mL injection syringe and pharmaceutical benefits that have 
the form aflibercept 8 mg/0.07 mL injection vial are equivalent for the purposes of substitution. 

Note Where both eyes are affected by the condition, a quantity of 2 units can be requested through the same authority 
application. 

Note No increase in the maximum quantity or number of units may be authorised for applications for treatment of one eye. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority required (STREAMLINED) 
13402 
Diabetic macular oedema (DMO) 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by an ophthalmologist or by an accredited ophthalmology registrar in consultation with an 

ophthalmologist. 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition for the same eye, AND 
• The treatment must be as monotherapy; OR 
• The treatment must be in combination with laser photocoagulation, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 

aflibercept 8 mg/0.07 mL injection, 0.07 mL vial 
14627W 

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

1 5 .. 456.64 25.00 a Eylea [BN]   

aflibercept 8 mg/0.07 mL injection, 0.07 mL syringe 
15220C 

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

1 5 .. 440.71 25.00 a Eylea [BN]   

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

operation 8 a.m. to 5 p.m. Monday to Friday). 
Note Pharmaceutical benefits that have the form aflibercept 8 mg/0.07 mL injection syringe and pharmaceutical benefits that have 

the form aflibercept 8 mg/0.07 mL injection vial are equivalent for the purposes of substitution. 
Note Where both eyes are affected by the condition, a quantity of 2 units can be requested through the same authority 

application. 
Note No increase in the maximum quantity or number of units may be authorised for applications for treatment of one eye. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority required (STREAMLINED) 
13406 
Subfoveal choroidal neovascularisation (CNV) 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by an ophthalmologist or by an accredited ophthalmology registrar in consultation with an 

ophthalmologist. 
Clinical criteria: 
• The condition must be due to age-related macular degeneration (AMD), AND 
• The treatment must be the sole PBS-subsidised therapy for this condition, AND 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition for the same eye. 
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aflibercept 8 mg/0.07 mL injection, 0.07 mL vial 
14594D 

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

1 2 .. 456.64 25.00 a Eylea [BN]   

aflibercept 8 mg/0.07 mL injection, 0.07 mL syringe 
15221D 

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

1 2 .. 440.71 25.00 a Eylea [BN]   

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

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

Note Pharmaceutical benefits that have the form aflibercept 8 mg/0.07 mL injection syringe and pharmaceutical benefits that have 
the form aflibercept 8 mg/0.07 mL injection vial are equivalent for the purposes of substitution. 

Note Where both eyes are affected by the condition, a quantity of 2 units can be requested through the same authority 
application. 

Note No increase in the maximum quantity or number of units may be authorised for applications for treatment of one eye. 
Note No increase in the maximum number of repeats may be authorised. 

 

Authority required 
Diabetic macular oedema (DMO) 
Treatment Phase: Initial treatment 
Clinical criteria: 
• Patient must have visual impairment due to diabetic macular oedema, AND 
• Patient must have documented visual impairment defined as a best corrected visual acuity score between 78 and 39 

letters based on the early treatment diabetic retinopathy study chart administered at a distance of 4 metres (approximate 
Snellen equivalent 20/32 to 20/160), in the eye proposed for treatment, AND 

• The condition must be diagnosed by optical coherence tomography; OR 
• The condition must be diagnosed by fluorescein angiography, AND 
• The treatment must be as monotherapy; OR 
• The treatment must be in combination with laser photocoagulation, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Treatment criteria: 
• Must be treated by an ophthalmologist or by an accredited ophthalmology registrar in consultation with an 

ophthalmologist. 
Authority approval for initial treatment of each eye must be sought. 
Details (date, unique identifying number/code or provider number) of one of the following diagnostic reports for each eye 
must be documented in the patient's medical records: 
(i) fluorescein angiogram report; 
(ii) optical coherence tomography report. 

aflibercept 8 mg/0.07 mL injection, 0.07 mL vial 
14635G 

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

1 5 .. 456.64 25.00 a Eylea [BN]   

aflibercept 8 mg/0.07 mL injection, 0.07 mL syringe 
15248M 

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

1 5 .. 440.71 25.00 a Eylea [BN]   

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

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

Note Pharmaceutical benefits that have the form aflibercept 8 mg/0.07 mL injection syringe and pharmaceutical benefits that have 
the form aflibercept 8 mg/0.07 mL injection vial are equivalent for the purposes of substitution. 

Note Where both eyes are affected by the condition, a quantity of 2 units can be requested through the same authority 
application. 

Note No increase in the maximum quantity or number of units may be authorised for applications for treatment of one eye. 
Note No increase in the maximum number of repeats may be authorised. 
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Authority required 
Subfoveal choroidal neovascularisation (CNV) 
Treatment Phase: Initial treatment 
Treatment criteria: 
• Must be treated by an ophthalmologist or by an accredited ophthalmology registrar in consultation with an 

ophthalmologist. 
Clinical criteria: 
• The condition must be due to age-related macular degeneration (AMD), AND 
• The condition must be diagnosed by optical coherence tomography; OR 
• The condition must be diagnosed by fluorescein angiography, AND 
• The treatment must be the sole PBS-subsidised therapy for this condition. 
Authority approval for initial treatment of each eye must be sought. 
The first authority application for each eye must be made via the Online PBS Authorities System (real time assessment) or 
in writing via HPOS form upload or mail and must include: 
(1) Details (date, unique identifying number/code or provider number) of the optical coherence tomography or fluorescein 
angiogram report. 
If the application is submitted through HPOS form upload or mail, it must include: 
(a) details of the proposed prescription; 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). 
All reports must be documented in the patient's medical records. 

aflibercept 8 mg/0.07 mL injection, 0.07 mL vial 
14626T 

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

1 2 .. 456.64 25.00 a Eylea [BN]   

aflibercept 8 mg/0.07 mL injection, 0.07 mL syringe 
15260E 

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

1 2 .. 440.71 25.00 a Eylea [BN]   

 ARIPIPRAZOLE 
Authority required (STREAMLINED) 
4246 
Schizophrenia 

aripiprazole 300 mg modified release injection [1 chamber] (&) inert substance diluent [1.2 mL chamber], 1 dual 
chamber syringe 
15128F 

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

‡1 5 .. 293.70 25.00  Abilify Maintena [LU]   

aripiprazole 400 mg modified release injection [1 chamber] (&) inert substance diluent [1.6 mL chamber], 1 dual 
chamber syringe 
15122X 

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

‡1 5 .. 364.93 25.00  Abilify Maintena [LU]   

 BECLOMETASONE + FORMOTEROL + GLYCOPYRRONIUM 
Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma 

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

Note This product is not indicated for the initiation of treatment in asthma 
Note The treatment must not be used in combination with an ICS/LABA, LABA/LAMA or LAMA, LABA or ICS monotherapy. 
Note A LAMA includes tiotropium, glycopyrronium, aclidinium or umeclidinium. 
Note A LABA includes olodaterol, indacaterol, salmeterol, formoterol or vilanterol. 
Note An ICS includes fluticasone propionate, fluticasone furoate, budesonide, beclometasone or ciclesonide. 

 

Authority required (STREAMLINED) 
18121 
Severe asthma 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must have experienced at least one severe asthma exacerbation in the 12 months prior to having first 

commenced treatment for severe asthma, which required systemic corticosteroid treatment despite each of: (i) receiving 
optimised asthma therapy, (ii) being assessed for adherence to therapy, (iii) being assessed for correct inhaler technique. 

Population criteria: 
• Patient must be at least 18 years of age. 
Optimised asthma therapy includes adherence to the maintenance combination of an inhaled corticosteroid (at least 800 
micrograms budesonide per day or equivalent) and a long acting beta-2 agonist. 

NP 

NP 
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beclometasone dipropionate 100 microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation + 
glycopyrronium 10 microgram/actuation inhalation, 120 actuations 
15243G 

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

2 5 .. *137.60 25.00  Trimbow [EU]   

 BECLOMETASONE + FORMOTEROL + GLYCOPYRRONIUM 
Note Formal assessment and correction of inhaler technique should be performed in accordance with the National Asthma 

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

Note This product is not indicated for the initiation of treatment in asthma 
Note This pharmaceutical benefit is not for the treatment of chronic obstructive pulmonary disease (COPD). 
Note The treatment must not be used in combination with an ICS/LABA, LABA/LAMA or LAMA, LABA or ICS monotherapy. 
Note A LAMA includes tiotropium, glycopyrronium, aclidinium or umeclidinium. 
Note A LABA includes olodaterol, indacaterol, salmeterol, formoterol or vilanterol. 
Note An ICS includes fluticasone propionate, fluticasone furoate, budesonide, beclometasone or ciclesonide. 

 

Authority required (STREAMLINED) 
18121 
Severe asthma 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must have experienced at least one severe asthma exacerbation in the 12 months prior to having first 

commenced treatment for severe asthma, which required systemic corticosteroid treatment despite each of: (i) receiving 
optimised asthma therapy, (ii) being assessed for adherence to therapy, (iii) being assessed for correct inhaler technique. 

Population criteria: 
• Patient must be at least 18 years of age. 
Optimised asthma therapy includes adherence to the maintenance combination of an inhaled corticosteroid (at least 800 
micrograms budesonide per day or equivalent) and a long acting beta-2 agonist. 

beclometasone dipropionate 200 microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation + 
glycopyrronium 10 microgram/actuation inhalation, 120 actuations 
15232Q 

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

2 5 .. *148.38 25.00  Trimbow [EU]   

 BIMEKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological 
treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed 
a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more 
than 5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 

NP 

NP 
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There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive 
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to 
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of 
up to 24 weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response 
following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of 
treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may 
provide new baseline PASI assessments any time that an initial or change or recommencement treatment application is 
submitted within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the 
PBS-subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

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



  

16  Schedule of Pharmaceutical Benefits – March 2026 

 

 

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Whole body 
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 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist. 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
The authority application must be made in writing and must include: 
(a) details of the proposed prescription(s); and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the completed Psoriasis Area and Severity Index (PASI) calculation sheet including the date of the assessment of the 
patient's condition. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Continuing treatment, Face, hand, foot 
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 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist. 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The authority application must be made in writing and must include: 
(a) details of the proposed prescription(s); and 
(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes 
the completed Psoriasis Area and Severity Index (PASI) calculation sheet and face, hand, foot area diagrams including the 
date of the assessment of the patient's condition. 
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The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
An application for the continuing treatment must be accompanied with the assessment of response conducted following a 
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will 
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

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

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

to complete 24 weeks treatment, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), 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 dermatologist. 

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

 

bimekizumab 160 mg/mL injection, 2 x 1 mL pen devices 
13652M 

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

1 2 .. 3395.86 25.00  Bimzelx [UC]   

bimekizumab 320 mg/2 mL injection, 2 mL pen devices 
15262G 

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

1 2 .. 3395.86 25.00  Bimzelx [UC]   

 BIMEKIZUMAB 
Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS 

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological 
medicines adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, risankizumab, secukinumab, 
tildrakizumab and ustekinumab for adult patients with severe chronic plaque psoriasis. Therefore, where the term 'biological 
medicines' appears in notes and restrictions, it refers to adalimumab, bimekizumab, etanercept, guselkumab, infliximab, 
ixekizumab, risankizumab, secukinumab, tildrakizumab, and ustekinumab only. 
A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time. 
A patient who received PBS-subsidised adalimumab, bimekizumab, etanercept, guselkumab, infliximab, ixekizumab, 
risankizumab, secukinumab, tildrakizumab, and ustekinumab treatment prior to 1 February 2019 is considered to start their 
first cycle as of 1 February 2019. 
A patient receiving PBS-subsidised treatment for chronic plaque psoriasis is able to commence a 'treatment cycle', where 
they may trial biological medicines without having to experience a disease flare, when swapping to an alternate biological 
medicine. Under these arrangements, within a single cycle, a patient may receive long-term treatment with a biological 
medicine as long as they sustain a response to therapy. 
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological 
medicine more than once. Therefore, once a patient fails to meet the response criteria for a PBS-subsidised biological 
medicine, they must change to an alternate biological medicine if they wish to continue PBS-subsidised biological 
treatment. 
Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious 
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive 
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multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a 
treatment failure. 
A patient must be assessed for response to each course of treatment according to the criteria included in the relevant 
continuing treatment restriction. 
Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed 
a treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before 
they are eligible to commence the next cycle. 
The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was 
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the 
new cycle. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of more 
than 5 years may commence a new treatment cycle under Initial 3 treatment restriction. 
A patient who has failed fewer than 3 biological medicines in a treatment cycle and who has a break in therapy of less than 
5 years may commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction. 
There is no limit to the number of treatment cycles a patient may undertake in their lifetime. 
How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis. 
There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus 
psoriasis affecting the face, hands and feet. 
(1) Initial treatment. 
An application for initial treatment should be made where: 
(i) a patient has not received prior PBS-subsidised biological medicine treatment for this condition and wishes to commence 
such therapy (Initial 1 - New patient); or 
(ii) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and 
wishes to trial an alternate biological medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years) [further details are under (4) 'Swapping therapy' below]; or 
(iii) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised 
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in 
biological medicine of less than 5 years). 
(iv) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of 
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years). 
An application for initial treatment will be limited to provide for a maximum of 16 weeks of therapy for adalimumab, 
etanercept, ixekizumab, and secukinumab, 20 weeks of therapy for guselkumab, 22 weeks of therapy for infliximab, 24 
weeks of therapy for bimekizumab and 28 weeks of therapy for risankizumab, tildrakizumab and ustekinumab. 
It is recommended that a patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 
weeks from the completion of their course of initial treatment to ensure uninterrupted biological medicine supply. 
(2) Assessment of response to initial treatment. 
When prescribing initial treatment with a biological medicine, it is recommended that a PASI assessment is conducted after 
at least 12 weeks of treatment and no later than 4 weeks from the completion of this initial treatment course. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
(3) Continuing treatment. 
Following the completion of an initial treatment course with a specific biological medicine, a patient may qualify to receive 
up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to 
treatment. The patient remains eligible to receive continuing biological medicine treatment with the same drug in courses of 
up to 24 weeks providing they continue to sustain the response. It is recommended that a patient is reviewed for response 
following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion of the most recent course of 
treatment. 
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to 
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be 
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious 
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment. 
Infliximab, adalimumab and etanercept only: 
For the first continuing treatment course of PBS-subsidised biological medicine treatment, it is recommended that a patient 
is reviewed for response following a minimum of 12 weeks of therapy under the Initial 1 or Initial 2 treatment restrictions. 
For second and subsequent continuing courses of PBS-subsidised biological medicine treatment, it is recommended that a 
patient is reviewed for response following a minimum of 12 weeks of therapy and no later than 4 weeks from the completion 
of the most recent course of treatment. 
(4) Swapping therapy. 
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate 
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater 
than 15), or the prior non-biological therapy requirements, except if the patient has had a break in therapy of more than 5 
years who would need to requalify with respect to the indices of disease severity. 
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed 
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting 
in the necessity for permanent withdrawal of treatment. 
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or 
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological 
medicine if they have failed to respond to prior treatment with that particular biological medicine within the same cycle or 
have experienced treatment failure with that particular biological medicine that required permanent treatment withdrawal. 
To ensure a patient receives the maximum treatment opportunities allowed under these arrangements, it is important that 
they are assessed for response to every course of treatment. 
(5) Baseline measurements to determine response. 
A response to treatment is to be determined by comparison of current disease activity measurements relative to the 
baseline PASI assessment submitted with the first authority application for a biological medicine. However, prescribers may 
provide new baseline PASI assessments any time that an initial or change or recommencement treatment application is 
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submitted within a treatment cycle and this revised baseline PASI score will be used to assess the patient's response to the 
PBS-subsidised treatment. 
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be 
assessed for demonstration of response to treatment for the purposes of all continuing treatments. 
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy. 
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised biological therapy 
of at least 5 years, must qualify under Initial 3 treatment according to the criteria of the relevant restriction and index of 
disease severity. A PASI assessment must be conducted prior to application and patient must have a PASI score of greater 
than 15 for whole body. For the face, hand, foot at least 2 of the 3 PASI symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or the skin area affected is 30% or more of the face, palm of a hand or sole of a 
foot. The PASI assessment must be no older than 4 weeks at the time of application. 

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

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time 

of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments: (i) phototherapy (UVB or PUVA) for 3 treatments per week 
for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of 
at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin at a dose of at least 0.4 mg per kg per day for at least 6 
weeks; (v) apremilast at a dose of 30 mg twice a day for at least 6 weeks; (vi) deucravacitinib at a dose of 6 mg once 
daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist. 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment. 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s); 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) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of 
assessment of the patient's condition; and 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
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Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

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

 

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

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

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

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist. 
An adequate response to treatment is defined as: 
A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when 
compared with the baseline value for this treatment cycle. 
An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s); 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) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of 
the patient's condition; and 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

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

medicine for this condition, AND 
• The condition must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s); 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 completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets including the dates of assessment of the patient's condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

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

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Face, hand, foot (new patient) 
Clinical criteria: 
• Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plaque or 

plaques have been present for at least 6 months from the time of initial diagnosis, AND 
• Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND 
• Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index 

(PASI) assessment, to at least 2 of the following 6 treatments: (i) phototherapy (UVB or PUVA) for 3 treatments per week 
for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg weekly for at least 6 weeks; (iii) ciclosporin at a dose of 
at least 2 mg per kg per day for at least 6 weeks; (iv) acitretin at a dose of at least 0.4 mg per kg per day for at least 6 
weeks; (v) apremilast at a dose of 30 mg twice a day for at least 6 weeks; (vi) deucravacitinib at a dose of 6 mg once 
daily for at least 6 weeks, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist. 
Where treatment with methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin is contraindicated according to the 
relevant TGA-approved Product Information, or where phototherapy is contraindicated, details must be provided at the time 
of application. 
Where intolerance to treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin 
developed during the relevant period of use, which was of a severity to necessitate permanent treatment withdrawal, details 
of the degree of this toxicity must be provided at the time of application. 
Regardless of if a patient has a contraindication to treatment with either methotrexate, ciclosporin, apremilast, 
deucravacitinib, acitretin or phototherapy, the patient is still required to trial 2 of these prior therapies until a failure to 
achieve an adequate response is met. 
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The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the 
patient at the time of the application: 
(a) Chronic plaque psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 
where: 
(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are 
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 4 weeks following 
cessation of the most recent prior treatment; or 
(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on 
treatment, but no longer than 4 weeks following cessation of the most recent prior treatment; 
(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer 
than 4 weeks following cessation of each course of treatment. 
(c) The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s); 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) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot 
area diagrams including the dates of assessment of the patient's condition; and 
(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and 
duration of therapy]. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement 
for 6 weeks treatment with phototherapy, methotrexate, ciclosporin, apremilast, deucravacitinib or acitretin can be found on 
the Services Australia website (www.servicesaustralia.gov.au). 

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

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 2, Face, hand, foot (change or recommencement of treatment after a break in 
biological medicine of less than 5 years) 
Clinical criteria: 
• Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment 

cycle, AND 
• Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological medicines for 

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

during the current treatment cycle, AND 
• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist. 
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing: 
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and 
scaling, to slight or better, or sustained at this level, as compared to the baseline values; or 
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this 
treatment cycle. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
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An application for a patient who has received PBS-subsidised treatment with this drug and who wishes to recommence 
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s); 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) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets, and the face, hand, foot area 
diagrams including the dates of assessment of the patient's condition; and 
(ii) details of prior biological treatment, including dosage, date and duration of treatment. 
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 
A patient may re-trial this drug after a minimum of 5 years have elapsed between the date the last prescription for a PBS-
subsidised biological medicine was approved in this cycle and the date of the first application under a new cycle under the 
Initial 3 treatment restriction. 

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

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 3, Face, hand, foot (recommencement of treatment after a break in biological 
medicine of more than 5 years) 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND 
• 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 classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot 

where: (i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and 
scaling are rated as severe or very severe; or (ii) the skin area affected is 30% or more of the face, palm of a hand or 
sole of a foot, AND 

• The treatment must be as systemic monotherapy (other than methotrexate), AND 
• Patient must not receive more than 24 weeks of treatment under this restriction. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a dermatologist. 
The most recent PASI assessment must be no more than 4 weeks old at the time of application. 
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription(s); 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 completed current Psoriasis Area and Severity Index 
(PASI) calculation sheets, and the face, hand, foot area diagrams including the dates of assessment of the patient's 
condition. 
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted 
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of 
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks 
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet 
the continuing restriction. 
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to 
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in 
the necessity for permanent withdrawal of treatment. 
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive 
further PBS-subsidised treatment with this drug for this condition within this treatment cycle. 

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

 

Authority required 
Severe chronic plaque psoriasis 
Treatment Phase: Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient) or Initial 2, Whole body or Face, 
hand, foot (change or recommencement of treatment after a break in biological medicine of less than 5 years) or Initial 3, 
Whole body or Face, hand, foot (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, Whole body (new 

patient) restriction to complete 24 weeks treatment; OR 
• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Whole body (change or 

recommencement of treatment after a break in biological medicine of less than 5 years) restriction to complete 24 weeks 
treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Whole body 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 24 
weeks treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 1, Face, hand, foot (new 
patient) restriction to complete 24 weeks treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 2, Face, hand, foot 
(change or recommencement of treatment after a break in biological medicine of less than 5 years) restriction to 
complete 24 weeks treatment; OR 

• Patient must have received insufficient therapy with this drug for this condition under the Initial 3, Face, hand, foot 
(recommencement of treatment after a break in biological medicine of more than 5 years) restriction to complete 24 
weeks treatment, AND 

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

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

 

bimekizumab 160 mg/mL injection, 2 x 1 mL pen devices 
13644D 

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

1 4 .. 3395.86 25.00  Bimzelx [UC]   

bimekizumab 320 mg/2 mL injection, 2 mL pen devices 
15256Y 

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

1 4 .. 3395.86 25.00  Bimzelx [UC]   

 BUDESONIDE + FORMOTEROL 
Note This product is not indicated for the initiation of treatment in asthma 
Note This drug is not PBS-subsidised for the treatment of chronic obstructive pulmonary disease (COPD). 
Note The patient must not be on a concomitant single agent long-acting-beta-2-agonist (LABA) 
Note A LABA includes olodaterol, indacaterol, salmeterol, formoterol or vilanterol. 
Note Adherence to current treatment and device (inhaler) technique should be reviewed at each clinical visit and before "stepping 

up" a patient's medication regimen. 
 

Authority required (STREAMLINED) 
18114 
Asthma 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must have failed PBS-subsidised fluticasone proprionate and salmeterol as a fixed dose combination for this 

condition. 
Treatment criteria: 
• Must be treated by a respiratory physician; OR 
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• Must be treated by a paediatrician. 
budesonide 200 microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation powder for 
inhalation, 60 actuations 
15233R 

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

4 5 .. *61.84 25.00  Bufomix Easyhaler 200/6 [OX]   

 BUDESONIDE + FORMOTEROL 
Note Patient must be aged 12 years or over. 
Note This product is not indicated for the initiation of treatment in asthma 
Note This drug is not PBS-subsidised for the treatment of chronic obstructive pulmonary disease (COPD). 
Note The patient must not be on a concomitant single agent long-acting-beta-2-agonist (LABA) 
Note A LABA includes olodaterol, indacaterol, salmeterol, formoterol or vilanterol. 
Note Adherence to current treatment and device (inhaler) technique should be reviewed at each clinical visit and before "stepping 

up" a patient's medication regimen. 
 

Authority required (STREAMLINED) 
18055 
Asthma 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must have previously had frequent episodes of asthma while receiving treatment with oral corticosteroids or 

optimal doses of inhaled corticosteroids; OR 
• Patient must have experienced frequent asthma symptoms while receiving treatment with oral or inhaled corticosteroids 

and require single maintenance and reliever therapy; OR 
• Patient must have experienced frequent asthma symptoms while receiving treatment with a combination of an inhaled 

corticosteroid and long acting beta-2 agonist and require single maintenance and reliever therapy. 
budesonide 200 microgram/actuation + formoterol fumarate dihydrate 6 microgram/actuation powder for 
inhalation, 60 actuations 
15240D 

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

4 5 .. *61.84 25.00  Bufomix Easyhaler 200/6 [OX]   

 DAPAGLIFLOZIN 
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) 
18115 
Chronic kidney disease 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must have a diagnosis of chronic kidney disease, defined as abnormalities of at least one of: (i) kidney structure, 

(ii) kidney function, present for at least 3 months, prior to initiating treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 20 to 90 mL/min/1.73 m2 inclusive prior to initiating 

treatment with this drug, AND 
• Patient must have a urinary albumin to creatinine ratio of at least 200 mg/g (22.6 mg/mmol) if the patient has an 

estimated glomerular filtration rate of between 45 to 90 mL/min/1.73 m2 inclusive prior to initiating treatment with this 
drug, AND 

• Patient must discontinue treatment with this drug prior to initiating renal replacement therapy, defined as dialysis or 
kidney transplant, AND 

• Patient must not be receiving treatment with another sodium-glucose co-transporter 2 (SGLT2) inhibitor, AND 
• Patient must be stabilised, for at least 4 weeks, on either: (i) an ACE inhibitor or (ii) an angiotensin II receptor antagonist, 

unless medically contraindicated, prior to initiation of combination therapy with this drug. 
Patients with polycystic kidney disease, lupus nephritis or ANCA-associated vasculitis; patients requiring or with a recent 
history of cytotoxic or immunosuppressive therapy for kidney disease; and patients with an organ transplant are not eligible 
for treatment with this drug. 

dapagliflozin 10 mg tablet, 28 
15257B 

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

2 5 .. *92.12 25.00  Forxiga [AP]   

 EMPAGLIFLOZIN 
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) 
18115 
Chronic kidney disease 

NP 

NP 
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Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must have a diagnosis of chronic kidney disease, defined as abnormalities of at least one of: (i) kidney structure, 

(ii) kidney function, present for at least 3 months, prior to initiating treatment with this drug, AND 
• Patient must have an estimated glomerular filtration rate of between 20 to 90 mL/min/1.73 m2 inclusive prior to initiating 

treatment with this drug, AND 
• Patient must have a urinary albumin to creatinine ratio of at least 200 mg/g (22.6 mg/mmol) if the patient has an 

estimated glomerular filtration rate of between 45 to 90 mL/min/1.73 m2 inclusive prior to initiating treatment with this 
drug, AND 

• Patient must discontinue treatment with this drug prior to initiating renal replacement therapy, defined as dialysis or 
kidney transplant, AND 

• Patient must not be receiving treatment with another sodium-glucose co-transporter 2 (SGLT2) inhibitor, AND 
• Patient must be stabilised, for at least 4 weeks, on either: (i) an ACE inhibitor or (ii) an angiotensin II receptor antagonist, 

unless medically contraindicated, prior to initiation of combination therapy with this drug. 
Patients with polycystic kidney disease, lupus nephritis or ANCA-associated vasculitis; patients requiring or with a recent 
history of cytotoxic or immunosuppressive therapy for kidney disease; and patients with an organ transplant are not eligible 
for treatment with this drug. 

empagliflozin 10 mg tablet, 30 
15253T 

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

2 5 .. *97.70 25.00  Jardiance [BY]   

 EMPAGLIFLOZIN 
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) 
18113 
Chronic heart failure 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must be symptomatic with NYHA classes II, III or IV prior to initiating treatment with this drug, AND 
• Patient must have a documented left ventricular ejection fraction (LVEF) of greater than 40%, AND 
• Patient must have documented evidence of structural changes in the heart on echocardiography that would be expected 

to cause diastolic dysfunction (e.g. left ventricular hypertrophy), AND 
• Patient must have documented evidence of at least one of the following: (i) diastolic dysfunction with high filling pressure 

on echocardiography, stress echocardiography or cardiac catheterisation; (ii) hospitalisation for heart failure in the 12 
months prior to initiating treatment with this drug; (iii) requirement for intravenous diuretic therapy in the 12 months prior 
to initiating treatment with this drug; (iv) elevated N-terminal pro brain natriuretic peptide (NT-proBNP) levels in the 
absence of another cause, AND 

• Patient must not be receiving treatment with another sodium-glucose co-transporter 2 (SGLT2) inhibitor. 
empagliflozin 10 mg tablet, 30 
15252R 

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

2 5 .. *97.70 25.00  Jardiance [BY]   

 EPCORITAMAB 
Caution Careful monitoring of patients is required due to risk of developing life-threatening Cytokine Release Syndrome (CRS). 

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. 
Note A dose of 0.16 mg to be administered on Day 1 with initial 4 mg vial. A dose of 0.8 mg to be administered on Day 8 with the 

repeat 4 mg vial. Refer to the epcoritamab Therapeutic Goods Administration (TGA) approved Product Information. 
 

Authority required 
Relapsed or refractory diffuse large B-cell lymphoma (DLBCL) 
Treatment Phase: Induction treatment 
Clinical criteria: 
• The condition must have relapsed, or be refractory to, at least two prior systemic therapies, AND 
• Patient must have a WHO performance status of no higher than 2, AND 
• Patient must have previously received treatment with chimeric antigen receptor-T (CAR-T) cell therapy for this condition; 

OR 
• Patient must be currently unable to receive treatment with CAR-T cell therapy for this condition, AND 
• Patient must not be eligible for stem cell transplantation, AND 

NP 

NP 
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• Patient must not have received prior treatment with a PBS-subsidised CD20xCD3 bispecific monoclonal antibody, AND 
• The treatment must be discontinued in patients who experience disease progression whilst on treatment. 
Prior systemic therapy may include autologous stem cell transplant. 
Definition of patients unable to receive treatment with CAR-T cell therapy for this condition include geographical, 
psychosocial, clinical ineligibility or urgency. 

Epcoritamab 4 mg/0.8 mL injection, 0.8 mL vial 
14792M 

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

1 1 .. 873.33 25.00  Epkinly [VE]   

 IVABRADINE 
Authority required (STREAMLINED) 
18079 
Chronic heart failure 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• Patient must be symptomatic with NYHA classes II or III, AND 
• Patient must be in sinus rhythm, AND 
• Patient must have a documented left ventricular ejection fraction (LVEF) of less than or equal to 35%, AND 
• Patient must have a resting heart rate at or above 77 bpm at the time ivabradine treatment is initiated, AND 
• Patient must receive concomitant optimal standard chronic heart failure treatment, which must include the maximum 

tolerated dose of a beta-blocker, unless contraindicated or not tolerated. 
Resting heart rate should be measured by ECG or echocardiography, after 5 minutes rest. 
The ECG or echocardiography, result must be documented in the patient's medical records when treatment is initiated. 

ivabradine 5 mg tablet, 56 
15270Q 

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

2 5 .. *80.52 25.00 a APO-Ivabradine [TX] a Coralan [SE] 
     a IVABRADINE-WGR [WG]   

ivabradine 7.5 mg tablet, 56 
15241E 

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

2 5 .. *80.52 25.00 a APO-Ivabradine [TX] a Coralan [SE] 

 OPICAPONE 
Restricted benefit 
Parkinson disease 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient, AND 
• The treatment must be as adjunctive therapy to a levodopa-decarboxylase inhibitor combination, AND 
• Patient must be experiencing fluctuations in motor function due to end-of-dose effect. 
Treatment criteria: 
• Must be treated by a health practitioner who is any of: (i) a medical practitioner, (ii) an authorised PBS prescriber who is 

not a medical practitioner, but who is: (a) sharing care of the patient with at least one medical practitioner; (b) intending to 
share care of the patient with a medical practitioner. 

opicapone 50 mg capsule, 30 
15268N 

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

2 5 .. *295.26 25.00  Ongentys [XY]   

 PIOGLITAZONE 
Restricted benefit 
Diabetes mellitus type 2 

Pioglitazone 15 mg tablet, 30 
15261F 

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

‡1 5 .. 20.91 22.39  Actos [GQ]   

Pioglitazone 30 mg tablet, 30 
15223F 

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

‡1 5 .. 24.75 25.00  Actos [GQ]   

Pioglitazone 45 mg tablet, 30 
15222E 

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

‡1 5 .. 28.04 25.00  Actos [GQ]   

NP 

NP 

NP 

NP 

NP 

NP 
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 PIOGLITAZONE 
Restricted benefit 
Diabetes mellitus type 2 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient. 
Pioglitazone 15 mg tablet, 30 
15236X 

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

2 5 .. *28.04 25.00  Actos [GQ]   

Pioglitazone 30 mg tablet, 30 
15267M 

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

2 5 .. *35.72 25.00  Actos [GQ]   

Pioglitazone 45 mg tablet, 30 
15229M 

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

2 5 .. *42.30 25.00  Actos [GQ]   

 PRAZIQUANTEL 
Note Pharmaceutical benefits that have the brand Praziquantel tablets, USP 600 mg (Endo, USA) can be substituted for 

pharmaceutical benefits that have the brand Distocide (Korea) in the case of a shortage. 
 

Authority required (STREAMLINED) 
5659 
Schistosomiasis 

Praziquantel 600 mg tablet, 6 
15199Y 

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

1 .. .. 905.64 25.00 a Praziquantel Tablets, USP 600 
mg (Endo, USA) [QY] 

  

praziquantel 600 mg tablet, 8 
15239C 

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

0.75 .. .. *143.25 25.00 a Distocide (Korea) [LM]   

 PROPYLENE GLYCOL 
Note The in-use shelf life of this product is 6 months from the date of opening 

 

Restricted benefit 
Severe dry eye syndrome 
Clinical criteria: 
• The condition must be stable for the prescriber to consider the listed maximum quantity of this medicine suitable for this 

patient. 
propylene glycol 0.6% eye drops, 10 mL 
15242F 

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

2 5 .. *19.34 20.82  Systane Balance [AQ]   

  

NP 

NP 

NP 

NP 

NP 

OP NP 
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Highly Specialised Drugs Program 
(Private Hospital) 
 NUSINERSEN 

Note Recognised hospitals in the management of SMA are Queensland Children's Hospital (Brisbane), Royal Children's Hospital 
Melbourne, Monash Children's Hospital (Melbourne), John Hunter Hospital (Newcastle), Sydney Children's Hospital 
Randwick, Children's Hospital at Westmead, Adelaide Women and Children's Hospital and Perth Children's Hospital. 

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

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
Note An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 

reduce processing time. 
 

Authority required 
Symptomatic Type I, II or IIIa spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment - Loading doses 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 

with a neuromuscular clinic of a recognised hospital in the management of SMA; or in consultation with a specialist 
medical practitioner experienced in the diagnosis and management of SMA associated with a neuromuscular clinic of a 
recognised hospital in the management of SMA. 

Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• Patient must have experienced at least two of the defined signs and symptoms of SMA type I, II or IIIa prior to 3 years of 

age, AND 
• The treatment must not be in combination with PBS-subsidised treatment with risdiplam for this condition, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• The treatment must not exceed four loading doses (at days 0, 14, 28 and 63) under this restriction, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be 18 years of age or under. 
Defined signs and symptoms of type I SMA are: 
i) Onset before 6 months of age; and 
ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Hypotonia; or 
v) Absence of deep tendon reflexes; or 
vi) Failure to gain weight appropriate for age; or 
vii) Any active chronic neurogenic changes; or 
viii) A compound muscle action potential below normative values for an age-matched child. 
Defined signs and symptoms of type II SMA are: 
i) Onset between 6 and 18 months; and 
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ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Weakness in trunk righting/derotation; or 
v) Hypotonia; or 
vi) Absence of deep tendon reflexes; or 
vii) Failure to gain weight appropriate for age; or 
viii) Any active chronic neurogenic changes; or 
ix) A compound muscle action potential below normative values for an age-matched child. 
Defined signs and symptoms of type IIIa SMA are: 
i) Onset between 18 months and 3 years of age; and 
ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Hypotonia; or 
v) Absence of deep tendon reflexes; or 
vi) Failure to gain weight appropriate for age; or 
vii) Any active chronic neurogenic changes; or 
viii) A compound muscle action potential below normative values for an age-matched child. 
Application for authorisation of initial treatment must be in writing and must include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
i) specification of SMA type (I, II or IIIa); and 
(ii) sign(s) and symptom(s) that the patient has experienced; and 
(iii) patient's age at the onset of sign(s) and symptom(s). 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
11472T 

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

1 3 .. 104548.88  Spinraza [BD]   

 NUSINERSEN 
Note Recognised hospitals in the management of SMA are Queensland Children's Hospital (Brisbane), Royal Children's Hospital 

Melbourne, Monash Children's Hospital (Melbourne), John Hunter Hospital (Newcastle), Sydney Children's Hospital 
Randwick, Children's Hospital at Westmead, Adelaide Women and Children's Hospital and Perth Children's Hospital. 

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

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
Note An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 

reduce processing time. 
 

Authority required 
Pre-symptomatic spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment of pre-symptomatic spinal muscular atrophy (SMA) with 1 or 2 copies of the SMN2 gene - 
Loading doses 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 

with a neuromuscular clinic of a recognised hospital in the management of SMA; or in consultation with a specialist 
medical practitioner experienced in the diagnosis and management of SMA associated with a neuromuscular clinic of a 
recognised hospital in the management of SMA. 

Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• The condition must be pre-symptomatic SMA, with genetic confirmation that there are 1 to 2 copies of the survival motor 

neuron 2 (SMN2) gene, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• The treatment must not exceed four loading doses (at days 0, 14, 28 and 63) under this restriction, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
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• Patient must be aged under 36 months prior to commencing treatment. 
Application for authorisation of initial treatment must be in writing (lodged via postal service or electronic upload) and must 
include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
(i) confirmation of genetic diagnosis of SMA; and 
(ii) a copy of the results substantiating the number of SMN2 gene copies determined by quantitative polymerase chain 
reaction (qPCR) or multiple ligation dependent probe amplification (MLPA) 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
12176W 

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

1 3 .. 104548.88  Spinraza [BD]   

 NUSINERSEN 
Note Recognised hospitals in the management of SMA are Queensland Children's Hospital (Brisbane), Royal Children's Hospital 

Melbourne, Monash Children's Hospital (Melbourne), John Hunter Hospital (Newcastle), Sydney Children's Hospital 
Randwick, Children's Hospital at Westmead, Adelaide Women and Children's Hospital and Perth Children's Hospital. 

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

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
Note An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 

reduce processing time. 
 

Authority required 
Pre-symptomatic spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment of pre-symptomatic spinal muscular atrophy (SMA) with 3 copies of the SMN2 gene - 
Loading doses 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 

with a neuromuscular clinic of a recognised hospital in the management of SMA; or in consultation with a specialist 
medical practitioner experienced in the diagnosis and management of SMA associated with a neuromuscular clinic of a 
recognised hospital in the management of SMA. 

Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• The condition must be pre-symptomatic SMA, with genetic confirmation that there are 3 copies of the survival motor 

neuron 2 (SMN2) gene, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• The treatment must not exceed four loading doses (at days 0, 14, 28 and 63) under this restriction, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be aged under 36 months prior to commencing treatment. 
Application for authorisation of initial treatment must be in writing (lodged via postal service or electronic upload) and must 
include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
(i) confirmation of genetic diagnosis of SMA; and 
(ii) a copy of the results substantiating the number of SMN2 gene copies determined by quantitative polymerase chain 
reaction (qPCR) or multiple ligation dependent probe amplification (MLPA) 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
14096X 

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

1 3 .. 104548.88  Spinraza [BD]   

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

Authority required 
Spinal muscular atrophy (SMA) 
Treatment Phase: Initial PBS-subsidised treatment in an adult who did not initiate PBS subsidy during childhood 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• Patient must not be receiving invasive permanent assisted ventilation in the absence of a potentially reversible cause 

while being treated with this drug. 
Population criteria: 
• Patient must be at least 19 years of age at the time of this authority application, but never claimed PBS subsidy for a 

disease modifying treatment during childhood, AND 
• Patient must have SMA where the onset of signs/symptoms (at least one) of SMA first occurred prior to their 19th birthday 

(SMA symptom onset after this age will be considered type IV SMA, which is not PBS-subsidised). 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA, AND 
• Patient must be undergoing initial PBS-subsidised treatment for untreated disease - prescribe up to 3 repeat 

prescriptions to enable dosing occurring at days: 0 (original prescription), 14 (repeat 1), 28 (repeat 2), 63 (repeat 3) (i.e. 
the loading doses); OR 

• Patient must be undergoing initial PBS-subsidised treatment, but the patient has initiated treatment via non-PBS supply 
(e.g. clinical trial, sponsor compassionate access) - prescribe zero repeat prescriptions where loading doses are 
complete, AND 

• Patient must be undergoing concomitant treatment with best supportive care, but this benefit is the sole PBS-subsidised 
disease modifying treatment. 

The authority application must be made in writing and must include: 
(1) details of the proposed prescription; 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). 
Signs and symptoms of spinal muscular atrophy in the context of this PBS restriction are: 
(i) Failure to meet or regression in ability to perform age-appropriate motor milestones, 
(ii) Proximal weakness, 
(iii) Hypotonia, 
(iv) Absence of deep tendon reflexes, 
(v) Failure to gain weight appropriate for age, 
(vi) Any active denervation or chronic neurogenic changes found on electromyography, 
(vii) A compound muscle action potential below normative values for an age-matched child. 
In this authority application, confirm: 
(1) the patient's medical history is consistent with a diagnosis of childhood onset spinal muscular atrophy, 
(2) which of the above (i to vii) (at least 1) were present during childhood, 
(3) the age of the patient (rounded to the nearest year) when the first sign/symptom was observed. 

Note Any queries concerning 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 An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 
reduce processing time. 

 

Authority required 
Spinal muscular atrophy (SMA) 
Treatment Phase: Changing the prescribed therapy 
Treatment criteria: 
• Patient must be undergoing a change in prescribed SMA drug to this drug - the drug treatment being replaced was a PBS 

benefit initiated after the patient's 19th birthday, AND 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA, AND 
• Patient must be undergoing concomitant treatment with best supportive care, but this benefit is the sole PBS-subsidised 

disease modifying treatment. 
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Clinical criteria: 
• Patient must not have received PBS-subsidised gene therapy, AND 
• Patient must not be receiving invasive permanent assisted ventilation in the absence of a potentially reversible cause 

while being treated with this drug. 
Invasive permanent assisted ventilation means ventilation via tracheostomy tube for greater than or equal to 16 hours per 
day. 
The prescriber has given consideration to whether a 'wash out' period is recommended or not prior to changing the 
prescribed therapy. 

Note Subsequent changes in the prescribed drug where applicable are to occur under the 'Continuing treatment' phase listing of 
the drug that therapy is changing to. 

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). 

 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
13064N 

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

1 3 .. 104548.88  Spinraza [BD]   

 NUSINERSEN 
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 
Symptomatic type IIIB/IIIC spinal muscular atrophy (SMA) 
Treatment Phase: Initial PBS-subsidised treatment in a child 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• Patient must not be receiving invasive permanent assisted ventilation in the absence of a potentially reversible cause 

while being treated with this drug. 
Population criteria: 
• Patient must be of an age that is prior to their 19th birthday at the time of this authority application, AND 
• Patient must have SMA type III where the onset of signs/symptoms of SMA first occurred after their 3rd birthday, but 

before their 19th birthday (SMA type IIIB/IIIC). 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 

with a neuromuscular clinic of a recognised hospital in the management of SMA; or in consultation with a specialist 
medical practitioner experienced in the diagnosis and management of SMA associated with a neuromuscular clinic of a 
recognised hospital in the management of SMA, AND 

• Patient must be undergoing initial PBS-subsidised treatment for untreated disease - prescribe up to 3 repeat 
prescriptions to enable dosing occurring at days: 0 (original prescription), 14 (repeat 1), 28 (repeat 2), 63 (repeat 3) (i.e. 
the loading doses); OR 

• Patient must be undergoing initial PBS-subsidised treatment, but the patient has initiated treatment via non-PBS supply 
(e.g. clinical trial, sponsor compassionate access) - prescribe zero repeat prescriptions where loading doses are 
complete, AND 

• Patient must be undergoing concomitant treatment with best supportive care, but this benefit is the sole PBS-subsidised 
disease modifying treatment. 

The authority application must be made in writing and must include: 
(1) details of the proposed prescription; 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). 
Signs and symptoms of spinal muscular atrophy in the context of this PBS restriction are: 
(i) Failure to meet or regression in ability to perform age-appropriate motor milestones, 
(ii) Proximal weakness, 
(iii) Hypotonia, 
(iv) Absence of deep tendon reflexes, 
(v) Any active denervation or chronic neurogenic changes found on electromyography, 
(vi) A compound muscle action potential below normative values for an age-matched child. 
In this authority application, confirm: 
(1) the patient's medical history is consistent with a diagnosis of type IIIB/IIIC spinal muscular atrophy, 
(2) which of the above (i to vi) (at least 1) were present after their 3rd birthday, but before their 19th birthday, 
(3) the age of the patient (rounded to the nearest year) when the first sign/symptom was observed. 

Note Recognised hospitals in the management of SMA are Queensland Children's Hospital (Brisbane), Royal Children's Hospital 
Melbourne, Monash Children's Hospital (Melbourne), John Hunter Hospital (Newcastle), Sydney Children's Hospital 
Randwick, Children's Hospital at Westmead, Adelaide Women and Children's Hospital and Perth Children's Hospital. 
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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 

Note An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 
reduce processing time. 

 

Authority required 
Symptomatic type IIIB/IIIC spinal muscular atrophy (SMA) 
Treatment Phase: Changing the prescribed therapy 
Treatment criteria: 
• Patient must be undergoing a change in prescribed SMA drug to this drug - the drug treatment being replaced was a PBS 

benefit initiated prior to the patient's 19th birthday for SMA type IIIB/IIIC, AND 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA, AND 
• Patient must be undergoing concomitant treatment with best supportive care, but this benefit is the sole PBS-subsidised 

disease modifying treatment. 
Clinical criteria: 
• Patient must not have received PBS-subsidised gene therapy, AND 
• Patient must not be receiving invasive permanent assisted ventilation in the absence of a potentially reversible cause 

while being treated with this drug. 
Invasive permanent assisted ventilation means ventilation via tracheostomy tube for greater than or equal to 16 hours per 
day. 
The prescriber has given consideration to whether a 'wash out' period is recommended or not prior to changing the 
prescribed therapy. 

Note Subsequent changes in the prescribed drug where applicable are to occur under the 'Continuing treatment' phase listing of 
the drug that therapy is changing to. 

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). 

 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
13111C 

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

1 3 .. 104548.88  Spinraza [BD]   

 RAVULIZUMAB 
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis). 

Please consult the approved PI for information about vaccination against meningococcal infection. 
Note Definitions for the purposes of administering this restriction 

Where the term 'gMG biological agent' is referenced in this restriction, it refers to ravulizumab. 
A non-steroidal immunosuppressant (NS-IST) is one of the following: 
(i) azathioprine, 
(ii) ciclosporin, 
(iii) cyclophosphamide, 
(iv) methotrexate, 
(v) mycophenolate, 
(vi) tacrolimus. 
The Myasthenia Gravis Foundation of America (MGFA) Disease Classification can be accessed at 
https://myasthenia.org/wp-content/uploads/Portals/0/MGFA%20Classification.pdf 
The Myasthenia Gravis Composite (MGC) scoring profile can be accessed at 
https://www.criteria.blood.gov.au/NeurologicalScales#MGC 
The Myasthenia Gravis-Activities of Daily Living (MG-ADL) scoring profile can be accessed at https://myasthenia.org/wp-
content/uploads/Portals/0/Files/MG%20ADL%20Profile.pdf?ver=YQFk2umcz59cIOttpxZ-3w%3D%3D 
The following are settings and time limits where a gMG biological agent are PBS subsidised: 
(1) Three months of acute treatment - 'acute severe gMG'. 
(2) Six months of bridging therapy - 'bridging therapy for gMG'. 
(3) Continuous therapy - 'treatment refractory gMG'. 
A patient may transition sequentially from one phase to another where all criteria are met e.g. (1) to (2) to (3) but cannot 
return to an earlier treatment phase. 

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

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

 

Authority required 
Acute severe generalised myasthenia gravis (gMG) 
Treatment Phase: Non-loading/maintenance doses 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must be considered by the treating clinician to have rapidly deteriorating gMG disease in the absence of 

immediate treatment with a gMG biological agent, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must be commencing treatment with an NS-IST within 2 weeks; OR 
• Patient must have had a thymectomy, AND 
• Patient must be receiving concomitant treatment with an oral corticosteroid, AND 
• Patient must not receive more than 3 months of total treatment with gMG biological agents under this PBS indication 

('acute severe gMG'), AND 
• Patient must not have accessed a prior PBS-subsidised gMG biological agent; OR 
• Patient must have received a loading dose of this drug for this indication. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient 
dose of the drug, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System or in writing via HPOS form upload or mail. 
If the application is submitted through HPOS form upload or mail, it must include the following: 
(1) details of the proposed prescription; 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). 

ravulizumab 1.1 g/11 mL injection, 11 mL vial 
15264J 

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

1 1 .. 24153.99  Ultomiris [XI]   

ravulizumab 300 mg/3 mL injection, 3 mL vial 
15235W 

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

1 1 .. 6623.00  Ultomiris [XI]   

 RAVULIZUMAB 
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis). 

Please consult the approved PI for information about vaccination against meningococcal infection. 
Note Definitions for the purposes of administering this restriction 

Where the term 'gMG biological agent' is referenced in this restriction, it refers to ravulizumab. 
A non-steroidal immunosuppressant (NS-IST) is one of the following: 
(i) azathioprine, 
(ii) ciclosporin, 
(iii) cyclophosphamide, 
(iv) methotrexate, 
(v) mycophenolate, 
(vi) tacrolimus. 
The Myasthenia Gravis Foundation of America (MGFA) Disease Classification can be accessed at 
https://myasthenia.org/wp-content/uploads/Portals/0/MGFA%20Classification.pdf 
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The Myasthenia Gravis Composite (MGC) scoring profile can be accessed at 
https://www.criteria.blood.gov.au/NeurologicalScales#MGC 
The Myasthenia Gravis-Activities of Daily Living (MG-ADL) scoring profile can be accessed at https://myasthenia.org/wp-
content/uploads/Portals/0/Files/MG%20ADL%20Profile.pdf?ver=YQFk2umcz59cIOttpxZ-3w%3D%3D 
The following are settings and time limits where a gMG biological agent are PBS subsidised: 
(1) Three months of acute treatment - 'acute severe gMG'. 
(2) Six months of bridging therapy - 'bridging therapy for gMG'. 
(3) Continuous therapy - 'treatment refractory gMG'. 
A patient may transition sequentially from one phase to another where all criteria are met e.g. (1) to (2) to (3) but cannot 
return to an earlier treatment phase. 

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

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

 

Authority required 
Acute severe generalised myasthenia gravis (gMG) 
Treatment Phase: Loading dose 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must be considered by the treating clinician to have rapidly deteriorating gMG disease in the absence of 

immediate treatment with a gMG biological agent, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must be commencing treatment with an NS-IST within 2 weeks; OR 
• Patient must have had a thymectomy, AND 
• Patient must be receiving concomitant treatment with an oral corticosteroid, AND 
• Patient must not receive more than 3 months of total treatment with gMG biological agents under this PBS indication 

('acute severe gMG'), AND 
• Patient must not have accessed a prior PBS-subsidised gMG biological agent. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
Where loading doses of ravulizumab are required, additional authority prescriptions may be requested and approved in the 
same day. 
At the time of authority application, medical practitioners must request the appropriate number of vials for a single loading 
dose based on the patient's weight, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System or in writing via HPOS form upload or mail. 
If the application is submitted through HPOS form upload or mail, it must include the following: 
(1) details of the proposed prescription; 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). 
Authority required 
Bridging therapy for generalised myasthenia gravis (gMG) 
Treatment Phase: Loading dose 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
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• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must be receiving concomitant treatment with an oral corticosteroid, AND 
• Patient must have a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 of 

the following 3 remission inducing treatments: (i) NS-IST for 3 months; (ii) oral corticosteroids for 3 months; (iii) a 
thymectomy, AND 

• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 
intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 

• Patient must not receive more than 6 months of bridging treatment with any gMG biological agent under this PBS 
indication ('bridging therapy for gMG'). 

Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
Where loading doses of ravulizumab are required, additional authority prescriptions may be requested and approved in the 
same day. 
At the time of authority application, medical practitioners must request the appropriate number of vials for a single loading 
dose based on the patient's weight, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System or in writing and must include: 
(a) the MG-ADL and MGC score after 3-months of remission-inducing treatments (include the date the assessments were 
conducted); 
(b) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]. 
If the application is submitted through HPOS form upload or mail, it must include the following: 
(1) details of the proposed prescription; 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). 
A retrospective assessment for one of the MGC score or MG-ADL score can be accepted in cases where it was not 
conducted after completing 3 months of remission inducing treatments. 
Authority required 
Treatment refractory generalised myasthenia gravis (gMG) 
Treatment Phase: Initial treatment - Treatment refractory gMG patients (Loading dose) 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must not have received treatment with a gMG biologic within 3 months prior to the first authority application for 

this indication (i.e. in treatment refractory setting); OR 
• Patient must be considered by the treating clinician to have deteriorating gMG disease during a treatment break with a 

gMG biological agent, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must have a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 of 

the following 3 remission inducing treatments: (i) NS-IST for a minimum of 12 months, (ii) oral corticosteroids for a 
minimum of 12 months, (iii) a thymectomy. 

Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
Patients who are considered to have deteriorating gMG disease while on a treatment break with a gMG biologic may qualify 
with 9 months of remission inducing treatments (rather than 12 months). 
Where loading doses of ravulizumab are required, additional authority prescriptions may be requested and approved in the 
same day. 
At the time of authority application, medical practitioners must request the appropriate number of vials for a single loading 
dose based on the patient's weight, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
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Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System, or in writing and must include: 
(a) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]; 
(b) the baseline MG-ADL and MGC scores assessed after completing the 12 months of remission-inducing treatments 
(include the date the assessments were conducted). 
If the application is submitted through HPOS form upload or mail, it must include: 
(1) details of the proposed prescription; 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). 

ravulizumab 1.1 g/11 mL injection, 11 mL vial 
15259D 

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

1 .. .. 24153.99  Ultomiris [XI]   

ravulizumab 300 mg/3 mL injection, 3 mL vial 
15263H 

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

1 .. .. 6623.00  Ultomiris [XI]   

 RAVULIZUMAB 
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis). 

Please consult the approved PI for information about vaccination against meningococcal infection. 
Note Definitions for the purposes of administering this restriction 

Where the term 'gMG biological agent' is referenced in this restriction, it refers to ravulizumab. 
A non-steroidal immunosuppressant (NS-IST) is one of the following: 
(i) azathioprine, 
(ii) ciclosporin, 
(iii) cyclophosphamide, 
(iv) methotrexate, 
(v) mycophenolate, 
(vi) tacrolimus. 
The Myasthenia Gravis Foundation of America (MGFA) Disease Classification can be accessed at 
https://myasthenia.org/wp-content/uploads/Portals/0/MGFA%20Classification.pdf 
The Myasthenia Gravis Composite (MGC) scoring profile can be accessed at 
https://www.criteria.blood.gov.au/NeurologicalScales#MGC 
The Myasthenia Gravis-Activities of Daily Living (MG-ADL) scoring profile can be accessed at https://myasthenia.org/wp-
content/uploads/Portals/0/Files/MG%20ADL%20Profile.pdf?ver=YQFk2umcz59cIOttpxZ-3w%3D%3D 
The following are settings and time limits where a gMG biological agent are PBS subsidised: 
(1) Three months of acute treatment - 'acute severe gMG'. 
(2) Six months of bridging therapy - 'bridging therapy for gMG'. 
(3) Continuous therapy - 'treatment refractory gMG'. 
A patient may transition sequentially from one phase to another where all criteria are met e.g. (1) to (2) to (3) but cannot 
return to an earlier treatment phase. 

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

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

 

Authority required 
Bridging therapy for generalised myasthenia gravis (gMG) 
Treatment Phase: Non-loading/maintenance doses 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must be receiving concomitant treatment with an oral corticosteroid, AND 
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• Patient must have a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 of 
the following 3 remission inducing treatments: (i) NS-IST for 3 months; (ii) oral corticosteroids for 3 months; (iii) a 
thymectomy, AND 

• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 
intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 

• Patient must not receive more than 6 months of bridging treatment with any gMG biological agent under this PBS 
indication. 

Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient 
dose of the drug, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System or in writing and must include: 
(a) the MG-ADL and MGC score after 3-months of remission-inducing treatments (include the date the assessments were 
conducted); 
(b) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]. 
If the application is submitted through HPOS form upload or mail, it must include the following: 
(1) details of the proposed prescription; 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). 
A retrospective assessment for one of the MGC score or MG-ADL score can be accepted in cases where it was not 
conducted after completing 3 months of remission inducing treatments. 
Authority required 
Treatment refractory generalised myasthenia gravis (gMG) 
Treatment Phase: Initial treatment - Treatment refractory gMG patients (Non-loading/maintenance doses) 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must not have received treatment with a gMG biologic within 3 months prior to the first authority application for 

this indication (i.e. in treatment refractory setting); OR 
• Patient must be considered by the treating clinician to have deteriorating gMG disease during a treatment break with a 

gMG biological agent, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must have a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 of 

the following 3 remission inducing treatments: (i) NS-IST for a minimum of 12 months, (ii) oral corticosteroids for a 
minimum of 12 months, (iii) a thymectomy, AND 

• Patient must provide no more than 6 months of therapy per initial authority application. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
Patients who are considered to have deteriorating gMG disease while on a treatment break with a gMG biologic may qualify 
with 9 months of remission inducing treatments (rather than 12 months). 
At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient 
dose of the drug, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System, or in writing and must include: 
(a) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]; 
(b) the baseline MG-ADL and MGC scores assessed after completing the 12 months of remission-inducing treatments 
(include the date the assessments were conducted). 
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If the application is submitted through HPOS form upload or mail, it must include: 
(1) details of the proposed prescription; 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). 
Authority required 
Treatment refractory generalised myasthenia gravis (gMG) 
Treatment Phase: Continuing treatment - Treatment refractory gMG patients 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a gMG biological agent for this PBS indication, 

AND 
• Patient must have demonstrated a clinical improvement based on a decrease in MG-ADL score of at least 2 points from 

baseline, AND 
• Patient must have demonstrated a clinical improvement based on a decrease in MGC score of at least 3 points from 

baseline, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• The treatment must provide no more than 6 months of therapy per continuing authority application. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient 
dose of the drug, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System, or in writing and must include the MG-ADL and 
MGC scores assessed from the most recent course of treatment. 
If the application is submitted through HPOS form upload or mail, it must include: 
(1) details of the proposed prescription; 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). 
Authority required 
Treatment refractory generalised myasthenia gravis (gMG) 
Treatment Phase: Transitioning from non-PBS to PBS-subsidised treatment - Grandfathering treatment 
Clinical criteria: 
• Patient must have received non-PBS-subsidised treatment with this drug for this PBS indication prior to 1 March 2026, 

AND 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must have had a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 

of the following 3 remission inducing treatments: (i) NS-IST for a minimum of 12 months, (ii) oral corticosteroids for a 
minimum of 12 months, (iii) a thymectomy, AND 

• Patient must have demonstrated a clinical improvement based on a decrease in MG-ADL score of at least 2 points from 
baseline, AND 

• Patient must have demonstrated a clinical improvement based on a decrease in MGC score of at least 3 points from 
baseline, AND 

• The treatment must provide no more than 6 months of therapy under this restriction. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
The authority application must be via the Online PBS Authorities System, or in writing and must include: 
(a) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]; 
(b) the baseline MG-ADL and MGC scores assessed after completing the 12 months of remission-inducing treatments 
(include the date the assessment was conducted); 
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(c) the MG-ADL and MGC scores assessed from the most recent course of treatment demonstrating clinical improvement to 
treatment (include the date the assessment was conducted). 
If the application is submitted through HPOS form upload or mail, it must include: 
(1) details of the proposed prescription; 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). 
A retrospective assessment for one of the MGC score or MG-ADL score after completing the 12 months remission inducing 
treatments can be accepted for grandfathered patients in cases where it was not conducted prior to commencing non-PBS-
subsidised treatment for this indication. 

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised 
treatment, a 'Grandfathered' patient must qualify under the 'Continuing treatment' criteria.  

Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria. 
 

ravulizumab 1.1 g/11 mL injection, 11 mL vial 
15254W 

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

1 2 .. 24153.99  Ultomiris [XI]   

ravulizumab 300 mg/3 mL injection, 3 mL vial 
15234T 

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

1 2 .. 6623.00  Ultomiris [XI]   

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

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

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

 

Authority required 
Symptomatic Type I, II or IIIa spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• Patient must have experienced at least two of the defined signs and symptoms of SMA type I, II or IIIa prior to 3 years of 

age, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• The treatment must not be in combination with PBS-subsidised treatment with nusinersen for this condition, AND 
• The treatment must be ceased when invasive permanent assisted ventilation is required in the absence of a potentially 

reversible cause while being treated with this drug. 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 

with a neuromuscular clinic, or in consultation with a specialist medical practitioner experienced in the diagnosis and 
management of SMA associated with a neuromuscular clinic. 

Clinical criteria: 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be 18 years of age or under. 
Defined signs and symptoms of type I SMA are: 
i) Onset before 6 months of age; and 
ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Hypotonia; or 
v) Absence of deep tendon reflexes; or 
vi) Failure to gain weight appropriate for age; or 
vii) Any active chronic neurogenic changes; or 
viii) A compound muscle action potential below normative values for an age-matched child. 
Defined signs and symptoms of type II SMA are: 
i) Onset between 6 and 18 months; and 
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ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Weakness in trunk righting/derotation; or 
v) Hypotonia; or 
vi) Absence of deep tendon reflexes; or 
vii) Failure to gain weight appropriate for age; or 
viii) Any active chronic neurogenic changes; or 
ix) A compound muscle action potential below normative values for an age-matched child. 
Defined signs and symptoms of type IIIa SMA are: 
i) Onset between 18 months and 3 years of age; and 
ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Hypotonia; or 
v) Absence of deep tendon reflexes; or 
vi) Failure to gain weight appropriate for age; or 
vii) Any active chronic neurogenic changes; or 
viii) A compound muscle action potential below normative values for an age-matched child. 
Invasive permanent assisted ventilation means ventilation via tracheostomy tube for greater than or equal to 16 hours per 
day. 
Application for authorisation of initial treatment must be in writing and must include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
i) specification of SMA type (I, II or IIIa); and 
(ii) sign(s) and symptom(s) that the patient has experienced; and 
(iii) patient's age at the onset of sign(s) and symptom(s). 
The approved Product Information recommended dosing is as follows: 
(i) 16 days to less than 2 months of age: 0.15 mg/kg 
(ii) 2 months to less than 2 years of age: 0.20 mg/kg 
(iii) 2 years of age and older weighing less than 20 kg: 0.25 mg/kg 
(iv) 2 years of age and older weighing 20 kg or more: 5 mg 
In this authority application, state which of (i) to (iv) above applies to the patient. Based on (i) to (iv), prescribe up to: 
1 unit where (i) applies; 
2 units where (ii) applies; 
3 units where (iii) applies; 
3 units where (iv) applies. 

risdiplam 750 microgram/mL powder for oral liquid, 80 mL 
12610Q 

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

‡1 .. .. 10890.77  Evrysdi [RO]   

 RISDIPLAM 
Note Any queries concerning 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 An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 
reduce processing time. 

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

 

Authority required 
Pre-symptomatic spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment with this drug of pre-symptomatic spinal muscular atrophy (SMA) 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA. 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
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• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 
pathogenic variant in the remaining single copy of the SMN1 gene, AND 

• The condition must have genetic confirmation that there are 1 to 2 copies of the survival motor neuron 2 (SMN2) gene, 
AND 

• The condition must be pre-symptomatic, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be aged under 36 months prior to commencing treatment. 
Application for authorisation of initial treatment must be in writing (lodged via postal service or electronic upload) and must 
include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
(i) confirmation of genetic diagnosis of SMA; and 
(ii) a copy of the results substantiating the number of SMN2 gene copies determined by quantitative polymerase chain 
reaction (qPCR) or multiple ligation dependent probe amplification (MLPA) 
The quantity of drug and number of repeat prescriptions prescribed is to be in accordance with the relevant 'Note' attached 
to this listing. 
The approved Product Information recommended dosing is as follows: 
(i) 16 days to less than 2 months of age: 0.15 mg/kg 
(ii) 2 months to less than 2 years of age: 0.20 mg/kg 
(iii) 2 years of age and older weighing less than 20 kg: 0.25 mg/kg 
(iv) 2 years of age and older weighing 20 kg or more: 5 mg 
In this authority application, state which of (i) to (iv) above applies to the patient. Based on (i) to (iv), prescribe up to: 
1 unit where (i) applies; 
2 units where (ii) applies; 
3 units where (iii) applies; 
3 units where (iv) applies. 

risdiplam 750 microgram/mL powder for oral liquid, 80 mL 
13647G 

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

‡1 .. .. 10890.77  Evrysdi [RO]   

 RISDIPLAM 
Note Any queries concerning 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 An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 
reduce processing time. 

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

 

Authority required 
Pre-symptomatic spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment of pre-symptomatic spinal muscular atrophy (SMA) with 3 copies of the SMN2 gene 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA. 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• The condition must be pre-symptomatic SMA, with genetic confirmation that there are 3 copies of the survival motor 

neuron 2 (SMN2) gene, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be aged under 36 months prior to commencing treatment. 



  

44  Schedule of Pharmaceutical Benefits – March 2026 

 

 

Application for authorisation of initial treatment must be in writing (lodged via postal service or electronic upload) and must 
include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
(i) confirmation of genetic diagnosis of SMA; and 
(ii) a copy of the results substantiating the number of SMN2 gene copies determined by quantitative polymerase chain 
reaction (qPCR) or multiple ligation dependent probe amplification (MLPA) 
The quantity of drug and number of repeat prescriptions prescribed is to be in accordance with the relevant 'Note' attached 
to this listing. 
The approved Product Information recommended dosing is as follows: 
(i) 16 days to less than 2 months of age: 0.15 mg/kg 
(ii) 2 months to less than 2 years of age: 0.20 mg/kg 
(iii) 2 years of age and older weighing less than 20 kg: 0.25 mg/kg 
(iv) 2 years of age and older weighing 20 kg or more: 5 mg 
In this authority application, state which of (i) to (iv) above applies to the patient. Based on (i) to (iv), prescribe up to: 
1 unit where (i) applies; 
2 units where (ii) applies; 
3 units where (iii) applies; 
3 units where (iv) applies. 

risdiplam 750 microgram/mL powder for oral liquid, 80 mL 
14647X 

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

‡1 .. .. 10890.77  Evrysdi [RO]   
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Highly Specialised Drugs Program 
(Public Hospital) 
 NUSINERSEN 

Note Recognised hospitals in the management of SMA are Queensland Children's Hospital (Brisbane), Royal Children's Hospital 
Melbourne, Monash Children's Hospital (Melbourne), John Hunter Hospital (Newcastle), Sydney Children's Hospital 
Randwick, Children's Hospital at Westmead, Adelaide Women and Children's Hospital and Perth Children's Hospital. 

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

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
Note An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 

reduce processing time. 
 

Authority required 
Symptomatic Type I, II or IIIa spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment - Loading doses 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 

with a neuromuscular clinic of a recognised hospital in the management of SMA; or in consultation with a specialist 
medical practitioner experienced in the diagnosis and management of SMA associated with a neuromuscular clinic of a 
recognised hospital in the management of SMA. 

Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• Patient must have experienced at least two of the defined signs and symptoms of SMA type I, II or IIIa prior to 3 years of 

age, AND 
• The treatment must not be in combination with PBS-subsidised treatment with risdiplam for this condition, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• The treatment must not exceed four loading doses (at days 0, 14, 28 and 63) under this restriction, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be 18 years of age or under. 
Defined signs and symptoms of type I SMA are: 
i) Onset before 6 months of age; and 
ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Hypotonia; or 
v) Absence of deep tendon reflexes; or 
vi) Failure to gain weight appropriate for age; or 
vii) Any active chronic neurogenic changes; or 
viii) A compound muscle action potential below normative values for an age-matched child. 
Defined signs and symptoms of type II SMA are: 
i) Onset between 6 and 18 months; and 
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ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Weakness in trunk righting/derotation; or 
v) Hypotonia; or 
vi) Absence of deep tendon reflexes; or 
vii) Failure to gain weight appropriate for age; or 
viii) Any active chronic neurogenic changes; or 
ix) A compound muscle action potential below normative values for an age-matched child. 
Defined signs and symptoms of type IIIa SMA are: 
i) Onset between 18 months and 3 years of age; and 
ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Hypotonia; or 
v) Absence of deep tendon reflexes; or 
vi) Failure to gain weight appropriate for age; or 
vii) Any active chronic neurogenic changes; or 
viii) A compound muscle action potential below normative values for an age-matched child. 
Application for authorisation of initial treatment must be in writing and must include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
i) specification of SMA type (I, II or IIIa); and 
(ii) sign(s) and symptom(s) that the patient has experienced; and 
(iii) patient's age at the onset of sign(s) and symptom(s). 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
11363C 

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

1 3 .. 104500.00  Spinraza [BD]   

 NUSINERSEN 
Note Recognised hospitals in the management of SMA are Queensland Children's Hospital (Brisbane), Royal Children's Hospital 

Melbourne, Monash Children's Hospital (Melbourne), John Hunter Hospital (Newcastle), Sydney Children's Hospital 
Randwick, Children's Hospital at Westmead, Adelaide Women and Children's Hospital and Perth Children's Hospital. 

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

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
Note An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 

reduce processing time. 
 

Authority required 
Pre-symptomatic spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment of pre-symptomatic spinal muscular atrophy (SMA) with 1 or 2 copies of the SMN2 gene - 
Loading doses 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 

with a neuromuscular clinic of a recognised hospital in the management of SMA; or in consultation with a specialist 
medical practitioner experienced in the diagnosis and management of SMA associated with a neuromuscular clinic of a 
recognised hospital in the management of SMA. 

Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• The condition must be pre-symptomatic SMA, with genetic confirmation that there are 1 to 2 copies of the survival motor 

neuron 2 (SMN2) gene, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• The treatment must not exceed four loading doses (at days 0, 14, 28 and 63) under this restriction, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
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• Patient must be aged under 36 months prior to commencing treatment. 
Application for authorisation of initial treatment must be in writing (lodged via postal service or electronic upload) and must 
include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
(i) confirmation of genetic diagnosis of SMA; and 
(ii) a copy of the results substantiating the number of SMN2 gene copies determined by quantitative polymerase chain 
reaction (qPCR) or multiple ligation dependent probe amplification (MLPA) 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
12177X 

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

1 3 .. 104500.00  Spinraza [BD]   

 NUSINERSEN 
Note Recognised hospitals in the management of SMA are Queensland Children's Hospital (Brisbane), Royal Children's Hospital 

Melbourne, Monash Children's Hospital (Melbourne), John Hunter Hospital (Newcastle), Sydney Children's Hospital 
Randwick, Children's Hospital at Westmead, Adelaide Women and Children's Hospital and Perth Children's Hospital. 

Note For the next authority application after this application, continue treatment through the 'Treatment phase: 
Continuing/maintenance treatment of either symptomatic Type I, II or IIIa SMA, or of a patient commenced on this drug 
under the pre-symptomatic SMA listing' under the indication: 'Spinal muscular atrophy (SMA)'. 

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

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

 

Authority required 
Spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment occurring after onasemnogene abeparvovec therapy in a patient with one of: (i) Type 1 
SMA, or, (ii) pre-symptomatic SMA 
Clinical criteria: 
• Patient must have experienced a regression in a developmental state listed below (see 'Definition') despite treatment with 

gene therapy - confirm that this: (i) not due to an acute concomitant illness; (ii) not due to non-compliance to best-
supportive care, (iii) apparent for at least 3 months, (iv) verified by another clinician in the treatment team - state the full 
name of this clinician plus their profession (e.g. medical practitioner, nurse, physiotherapist; this is not an exhaustive list 
of examples), AND 

• The treatment must not be a PBS-subsidised benefit where the condition has progressed to a point where invasive 
permanent assisted ventilation (i.e. ventilation via tracheostomy tube for at least 16 hours per day) is required in the 
absence of potentially reversible causes, AND 

• The treatment must be given concomitantly with best supportive care for this condition, AND 
• The treatment must not be in combination with PBS-subsidised treatment with risdiplam for this condition. 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 

with a neuromuscular clinic of a recognised hospital in the management of SMA; or in consultation with a specialist 
medical practitioner experienced in the diagnosis and management of SMA associated with a neuromuscular clinic of a 
recognised hospital in the management of SMA, AND 

• Patient must be undergoing treatment under this Treatment phase listing once only - for continuing treatment beyond this 
authority application, refer to the drug's relevant 'Continuing treatment' listing for the patient's SMA type. 

Population criteria: 
• Patient must have a prior authority approval for any drug PBS-listed for symptomatic Type 1 SMA, with at least one 

approval having been for gene therapy; OR 
• Patient must have a prior authority approval for any drug PBS-listed for pre-symptomatic SMA, with at least one approval 

having been for gene therapy. 
The authority application must be made in writing and must include: 
(1) details of the proposed prescription; 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). 
Do not resubmit previously submitted documentation concerning the diagnosis and type of SMA. 
Confirm that a previous PBS authority application has been approved for one of the following: 
(i) Symptomatic Type 1 SMA; or 
(ii) Pre-symptomatic SMA treated with nusinersen. 
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Definition: 
Various childhood developmental states (1 to 9) are listed below, some followed by further observations (a up to d). Where 
at least one developmental state/observation is no longer present, that developmental state has regressed. 
0. Absence of developmental states (1 to 9) listed below: 
1. Rolls from side to side on back; 
2. Child holds head erect for at least 3 seconds unsupported; 
3. Sitting, but with assistance; 
4. Sitting without assistance: 
(a) Child sits up straight with the head erect for at least 10 seconds; 
(b) Child does not use arms or hands to balance body or support position. 
5. Hands and knees crawling: 
(a) Child alternately moves forward or backwards on hands and knees; 
(b) The stomach does not touch the supporting surface; 
(c) There are continuous and consecutive movements at least 3 in a row. 
6. Standing with assistance: 
(a) Child stands in upright position on both feet, holding onto a stable object (e.g. furniture) with both hands and without 
leaning on object; 
(b)The body does not touch the stable object, and the legs support most of the body weight; 
(c) Child thus stands with assistance for at least 10 seconds. 
7. Standing alone: 
(a) Child stands in upright position on both feet (not on the toes) with the back straight; 
(b) The leg supports 100% of the child's weight; 
(c) There is no contact with a person or object; 
(d) Child stands alone for at least 10 seconds. 
8. Walking with assistance: 
(a) Child is in an upright position with the back straight; 
(b) Child makes sideways or forced steps by holding onto a stable object (e.g. furniture) with 1 or both hands; 
(c) One leg moves forward while the other supports part of the body weight; 
(d) Child takes at least 5 steps in this manner. 
9. Walking alone: 
(a) Child takes at least 5 steps independently in upright position with the back straight; 
(b) One leg moves forward while the other supports most of the body weight; 
(c) There is no contact with a person or object. 
Confirm which developmental state has regressed by: (i) stating the overall developmental state (1 - 9) the patient was in at 
the time of gene therapy, or, the best developmental state achieved since gene therapy, and (ii) stating the patient's current 
overall developmental state (i.e. a number that is lower than stated in (i). 
Where the patient has neither regressed from a developmental state nor reached the next developmental state, PBS-
subsidy of this benefit is not available. 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
12972R 

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

1 3 .. 104500.00  Spinraza [BD]   

 NUSINERSEN 
Note Recognised hospitals in the management of SMA are Queensland Children's Hospital (Brisbane), Royal Children's Hospital 

Melbourne, Monash Children's Hospital (Melbourne), John Hunter Hospital (Newcastle), Sydney Children's Hospital 
Randwick, Children's Hospital at Westmead, Adelaide Women and Children's Hospital and Perth Children's Hospital. 

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

Note No increase in the maximum quantity or number of units may be authorised. 
Note No increase in the maximum number of repeats may be authorised. 
Note Special Pricing Arrangements apply. 
Note An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 

reduce processing time. 
 

Authority required 
Pre-symptomatic spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment of pre-symptomatic spinal muscular atrophy (SMA) with 3 copies of the SMN2 gene - 
Loading doses 
Treatment criteria: 
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• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 
with a neuromuscular clinic of a recognised hospital in the management of SMA; or in consultation with a specialist 
medical practitioner experienced in the diagnosis and management of SMA associated with a neuromuscular clinic of a 
recognised hospital in the management of SMA. 

Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• The condition must be pre-symptomatic SMA, with genetic confirmation that there are 3 copies of the survival motor 

neuron 2 (SMN2) gene, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• The treatment must not exceed four loading doses (at days 0, 14, 28 and 63) under this restriction, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be aged under 36 months prior to commencing treatment. 
Application for authorisation of initial treatment must be in writing (lodged via postal service or electronic upload) and must 
include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
(i) confirmation of genetic diagnosis of SMA; and 
(ii) a copy of the results substantiating the number of SMN2 gene copies determined by quantitative polymerase chain 
reaction (qPCR) or multiple ligation dependent probe amplification (MLPA) 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
14099C 

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

1 3 .. 104500.00  Spinraza [BD]   

 NUSINERSEN 
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 
Spinal muscular atrophy (SMA) 
Treatment Phase: Initial PBS-subsidised treatment in an adult who did not initiate PBS subsidy during childhood 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• Patient must not be receiving invasive permanent assisted ventilation in the absence of a potentially reversible cause 

while being treated with this drug. 
Population criteria: 
• Patient must be at least 19 years of age at the time of this authority application, but never claimed PBS subsidy for a 

disease modifying treatment during childhood, AND 
• Patient must have SMA where the onset of signs/symptoms (at least one) of SMA first occurred prior to their 19th birthday 

(SMA symptom onset after this age will be considered type IV SMA, which is not PBS-subsidised). 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA, AND 
• Patient must be undergoing initial PBS-subsidised treatment for untreated disease - prescribe up to 3 repeat 

prescriptions to enable dosing occurring at days: 0 (original prescription), 14 (repeat 1), 28 (repeat 2), 63 (repeat 3) (i.e. 
the loading doses); OR 

• Patient must be undergoing initial PBS-subsidised treatment, but the patient has initiated treatment via non-PBS supply 
(e.g. clinical trial, sponsor compassionate access) - prescribe zero repeat prescriptions where loading doses are 
complete, AND 

• Patient must be undergoing concomitant treatment with best supportive care, but this benefit is the sole PBS-subsidised 
disease modifying treatment. 

The authority application must be made in writing and must include: 
(1) details of the proposed prescription; 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). 
Signs and symptoms of spinal muscular atrophy in the context of this PBS restriction are: 
(i) Failure to meet or regression in ability to perform age-appropriate motor milestones, 
(ii) Proximal weakness, 
(iii) Hypotonia, 
(iv) Absence of deep tendon reflexes, 
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(v) Failure to gain weight appropriate for age, 
(vi) Any active denervation or chronic neurogenic changes found on electromyography, 
(vii) A compound muscle action potential below normative values for an age-matched child. 
In this authority application, confirm: 
(1) the patient's medical history is consistent with a diagnosis of childhood onset spinal muscular atrophy, 
(2) which of the above (i to vii) (at least 1) were present during childhood, 
(3) the age of the patient (rounded to the nearest year) when the first sign/symptom was observed. 

Note Any queries concerning 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 An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 
reduce processing time. 

 

Authority required 
Spinal muscular atrophy (SMA) 
Treatment Phase: Changing the prescribed therapy 
Treatment criteria: 
• Patient must be undergoing a change in prescribed SMA drug to this drug - the drug treatment being replaced was a PBS 

benefit initiated after the patient's 19th birthday, AND 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA, AND 
• Patient must be undergoing concomitant treatment with best supportive care, but this benefit is the sole PBS-subsidised 

disease modifying treatment. 
Clinical criteria: 
• Patient must not have received PBS-subsidised gene therapy, AND 
• Patient must not be receiving invasive permanent assisted ventilation in the absence of a potentially reversible cause 

while being treated with this drug. 
Invasive permanent assisted ventilation means ventilation via tracheostomy tube for greater than or equal to 16 hours per 
day. 
The prescriber has given consideration to whether a 'wash out' period is recommended or not prior to changing the 
prescribed therapy. 

Note Subsequent changes in the prescribed drug where applicable are to occur under the 'Continuing treatment' phase listing of 
the drug that therapy is changing to. 

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). 

 

nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
13052Y 

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

1 3 .. 104500.00  Spinraza [BD]   

 NUSINERSEN 
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 
Symptomatic type IIIB/IIIC spinal muscular atrophy (SMA) 
Treatment Phase: Initial PBS-subsidised treatment in a child 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• Patient must not be receiving invasive permanent assisted ventilation in the absence of a potentially reversible cause 

while being treated with this drug. 
Population criteria: 
• Patient must be of an age that is prior to their 19th birthday at the time of this authority application, AND 
• Patient must have SMA type III where the onset of signs/symptoms of SMA first occurred after their 3rd birthday, but 

before their 19th birthday (SMA type IIIB/IIIC). 
Treatment criteria: 
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• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 
with a neuromuscular clinic of a recognised hospital in the management of SMA; or in consultation with a specialist 
medical practitioner experienced in the diagnosis and management of SMA associated with a neuromuscular clinic of a 
recognised hospital in the management of SMA, AND 

• Patient must be undergoing initial PBS-subsidised treatment for untreated disease - prescribe up to 3 repeat 
prescriptions to enable dosing occurring at days: 0 (original prescription), 14 (repeat 1), 28 (repeat 2), 63 (repeat 3) (i.e. 
the loading doses); OR 

• Patient must be undergoing initial PBS-subsidised treatment, but the patient has initiated treatment via non-PBS supply 
(e.g. clinical trial, sponsor compassionate access) - prescribe zero repeat prescriptions where loading doses are 
complete, AND 

• Patient must be undergoing concomitant treatment with best supportive care, but this benefit is the sole PBS-subsidised 
disease modifying treatment. 

The authority application must be made in writing and must include: 
(1) details of the proposed prescription; 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). 
Signs and symptoms of spinal muscular atrophy in the context of this PBS restriction are: 
(i) Failure to meet or regression in ability to perform age-appropriate motor milestones, 
(ii) Proximal weakness, 
(iii) Hypotonia, 
(iv) Absence of deep tendon reflexes, 
(v) Any active denervation or chronic neurogenic changes found on electromyography, 
(vi) A compound muscle action potential below normative values for an age-matched child. 
In this authority application, confirm: 
(1) the patient's medical history is consistent with a diagnosis of type IIIB/IIIC spinal muscular atrophy, 
(2) which of the above (i to vi) (at least 1) were present after their 3rd birthday, but before their 19th birthday, 
(3) the age of the patient (rounded to the nearest year) when the first sign/symptom was observed. 

Note Recognised hospitals in the management of SMA are Queensland Children's Hospital (Brisbane), Royal Children's Hospital 
Melbourne, Monash Children's Hospital (Melbourne), John Hunter Hospital (Newcastle), Sydney Children's Hospital 
Randwick, Children's Hospital at Westmead, Adelaide Women and Children's Hospital and Perth Children's Hospital. 

Note Any queries concerning 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 An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 
reduce processing time. 

 

Authority required 
Symptomatic type IIIB/IIIC spinal muscular atrophy (SMA) 
Treatment Phase: Changing the prescribed therapy 
Treatment criteria: 
• Patient must be undergoing a change in prescribed SMA drug to this drug - the drug treatment being replaced was a PBS 

benefit initiated prior to the patient's 19th birthday for SMA type IIIB/IIIC, AND 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA, AND 
• Patient must be undergoing concomitant treatment with best supportive care, but this benefit is the sole PBS-subsidised 

disease modifying treatment. 
Clinical criteria: 
• Patient must not have received PBS-subsidised gene therapy, AND 
• Patient must not be receiving invasive permanent assisted ventilation in the absence of a potentially reversible cause 

while being treated with this drug. 
Invasive permanent assisted ventilation means ventilation via tracheostomy tube for greater than or equal to 16 hours per 
day. 
The prescriber has given consideration to whether a 'wash out' period is recommended or not prior to changing the 
prescribed therapy. 

Note Subsequent changes in the prescribed drug where applicable are to occur under the 'Continuing treatment' phase listing of 
the drug that therapy is changing to. 

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday). 
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nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial 
13083N 

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

1 3 .. 104500.00  Spinraza [BD]   

 RAVULIZUMAB 
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis). 

Please consult the approved PI for information about vaccination against meningococcal infection. 
Note Definitions for the purposes of administering this restriction 

Where the term 'gMG biological agent' is referenced in this restriction, it refers to ravulizumab. 
A non-steroidal immunosuppressant (NS-IST) is one of the following: 
(i) azathioprine, 
(ii) ciclosporin, 
(iii) cyclophosphamide, 
(iv) methotrexate, 
(v) mycophenolate, 
(vi) tacrolimus. 
The Myasthenia Gravis Foundation of America (MGFA) Disease Classification can be accessed at 
https://myasthenia.org/wp-content/uploads/Portals/0/MGFA%20Classification.pdf 
The Myasthenia Gravis Composite (MGC) scoring profile can be accessed at 
https://www.criteria.blood.gov.au/NeurologicalScales#MGC 
The Myasthenia Gravis-Activities of Daily Living (MG-ADL) scoring profile can be accessed at https://myasthenia.org/wp-
content/uploads/Portals/0/Files/MG%20ADL%20Profile.pdf?ver=YQFk2umcz59cIOttpxZ-3w%3D%3D 
The following are settings and time limits where a gMG biological agent are PBS subsidised: 
(1) Three months of acute treatment - 'acute severe gMG'. 
(2) Six months of bridging therapy - 'bridging therapy for gMG'. 
(3) Continuous therapy - 'treatment refractory gMG'. 
A patient may transition sequentially from one phase to another where all criteria are met e.g. (1) to (2) to (3) but cannot 
return to an earlier treatment phase. 

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

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

 

Authority required 
Acute severe generalised myasthenia gravis (gMG) 
Treatment Phase: Non-loading/maintenance doses 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must be considered by the treating clinician to have rapidly deteriorating gMG disease in the absence of 

immediate treatment with a gMG biological agent, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must be commencing treatment with an NS-IST within 2 weeks; OR 
• Patient must have had a thymectomy, AND 
• Patient must be receiving concomitant treatment with an oral corticosteroid, AND 
• Patient must not receive more than 3 months of total treatment with gMG biological agents under this PBS indication 

('acute severe gMG'), AND 
• Patient must not have accessed a prior PBS-subsidised gMG biological agent; OR 
• Patient must have received a loading dose of this drug for this indication. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient 
dose of the drug, according to the specified dosage in the TGA approved Product Information (PI). 
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An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System or in writing via HPOS form upload or mail. 
If the application is submitted through HPOS form upload or mail, it must include the following: 
(1) details of the proposed prescription; 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). 

ravulizumab 1.1 g/11 mL injection, 11 mL vial 
15246K 

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

1 1 .. 24105.11  Ultomiris [XI]   

ravulizumab 300 mg/3 mL injection, 3 mL vial 
15255X 

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

1 1 .. 6574.12  Ultomiris [XI]   

 RAVULIZUMAB 
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis). 

Please consult the approved PI for information about vaccination against meningococcal infection. 
Note Definitions for the purposes of administering this restriction 

Where the term 'gMG biological agent' is referenced in this restriction, it refers to ravulizumab. 
A non-steroidal immunosuppressant (NS-IST) is one of the following: 
(i) azathioprine, 
(ii) ciclosporin, 
(iii) cyclophosphamide, 
(iv) methotrexate, 
(v) mycophenolate, 
(vi) tacrolimus. 
The Myasthenia Gravis Foundation of America (MGFA) Disease Classification can be accessed at 
https://myasthenia.org/wp-content/uploads/Portals/0/MGFA%20Classification.pdf 
The Myasthenia Gravis Composite (MGC) scoring profile can be accessed at 
https://www.criteria.blood.gov.au/NeurologicalScales#MGC 
The Myasthenia Gravis-Activities of Daily Living (MG-ADL) scoring profile can be accessed at https://myasthenia.org/wp-
content/uploads/Portals/0/Files/MG%20ADL%20Profile.pdf?ver=YQFk2umcz59cIOttpxZ-3w%3D%3D 
The following are settings and time limits where a gMG biological agent are PBS subsidised: 
(1) Three months of acute treatment - 'acute severe gMG'. 
(2) Six months of bridging therapy - 'bridging therapy for gMG'. 
(3) Continuous therapy - 'treatment refractory gMG'. 
A patient may transition sequentially from one phase to another where all criteria are met e.g. (1) to (2) to (3) but cannot 
return to an earlier treatment phase. 

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

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

 

Authority required 
Acute severe generalised myasthenia gravis (gMG) 
Treatment Phase: Loading dose 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must be considered by the treating clinician to have rapidly deteriorating gMG disease in the absence of 

immediate treatment with a gMG biological agent, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
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• Patient must be commencing treatment with an NS-IST within 2 weeks; OR 
• Patient must have had a thymectomy, AND 
• Patient must be receiving concomitant treatment with an oral corticosteroid, AND 
• Patient must not receive more than 3 months of total treatment with gMG biological agents under this PBS indication 

('acute severe gMG'), AND 
• Patient must not have accessed a prior PBS-subsidised gMG biological agent. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
Where loading doses of ravulizumab are required, additional authority prescriptions may be requested and approved in the 
same day. 
At the time of authority application, medical practitioners must request the appropriate number of vials for a single loading 
dose based on the patient's weight, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System or in writing via HPOS form upload or mail. 
If the application is submitted through HPOS form upload or mail, it must include the following: 
(1) details of the proposed prescription; 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). 
Authority required 
Bridging therapy for generalised myasthenia gravis (gMG) 
Treatment Phase: Loading dose 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must be receiving concomitant treatment with an oral corticosteroid, AND 
• Patient must have a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 of 

the following 3 remission inducing treatments: (i) NS-IST for 3 months; (ii) oral corticosteroids for 3 months; (iii) a 
thymectomy, AND 

• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 
intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 

• Patient must not receive more than 6 months of bridging treatment with any gMG biological agent under this PBS 
indication ('bridging therapy for gMG'). 

Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
Where loading doses of ravulizumab are required, additional authority prescriptions may be requested and approved in the 
same day. 
At the time of authority application, medical practitioners must request the appropriate number of vials for a single loading 
dose based on the patient's weight, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System or in writing and must include: 
(a) the MG-ADL and MGC score after 3-months of remission-inducing treatments (include the date the assessments were 
conducted); 
(b) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]. 
If the application is submitted through HPOS form upload or mail, it must include the following: 
(1) details of the proposed prescription; 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). 
A retrospective assessment for one of the MGC score or MG-ADL score can be accepted in cases where it was not 
conducted after completing 3 months of remission inducing treatments. 
Authority required 
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Treatment refractory generalised myasthenia gravis (gMG) 
Treatment Phase: Initial treatment - Treatment refractory gMG patients (Loading dose) 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must not have received treatment with a gMG biologic within 3 months prior to the first authority application for 

this indication (i.e. in treatment refractory setting); OR 
• Patient must be considered by the treating clinician to have deteriorating gMG disease during a treatment break with a 

gMG biological agent, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must have a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 of 

the following 3 remission inducing treatments: (i) NS-IST for a minimum of 12 months, (ii) oral corticosteroids for a 
minimum of 12 months, (iii) a thymectomy. 

Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
Patients who are considered to have deteriorating gMG disease while on a treatment break with a gMG biologic may qualify 
with 9 months of remission inducing treatments (rather than 12 months). 
Where loading doses of ravulizumab are required, additional authority prescriptions may be requested and approved in the 
same day. 
At the time of authority application, medical practitioners must request the appropriate number of vials for a single loading 
dose based on the patient's weight, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System, or in writing and must include: 
(a) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]; 
(b) the baseline MG-ADL and MGC scores assessed after completing the 12 months of remission-inducing treatments 
(include the date the assessments were conducted). 
If the application is submitted through HPOS form upload or mail, it must include: 
(1) details of the proposed prescription; 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). 

ravulizumab 1.1 g/11 mL injection, 11 mL vial 
15258C 

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

1 .. .. 24105.11  Ultomiris [XI]   

ravulizumab 300 mg/3 mL injection, 3 mL vial 
15245J 

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

1 .. .. 6574.12  Ultomiris [XI]   

 RAVULIZUMAB 
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis). 

Please consult the approved PI for information about vaccination against meningococcal infection. 
Note Definitions for the purposes of administering this restriction 

Where the term 'gMG biological agent' is referenced in this restriction, it refers to ravulizumab. 
A non-steroidal immunosuppressant (NS-IST) is one of the following: 
(i) azathioprine, 
(ii) ciclosporin, 
(iii) cyclophosphamide, 
(iv) methotrexate, 
(v) mycophenolate, 
(vi) tacrolimus. 
The Myasthenia Gravis Foundation of America (MGFA) Disease Classification can be accessed at 
https://myasthenia.org/wp-content/uploads/Portals/0/MGFA%20Classification.pdf 
The Myasthenia Gravis Composite (MGC) scoring profile can be accessed at 
https://www.criteria.blood.gov.au/NeurologicalScales#MGC 
The Myasthenia Gravis-Activities of Daily Living (MG-ADL) scoring profile can be accessed at https://myasthenia.org/wp-
content/uploads/Portals/0/Files/MG%20ADL%20Profile.pdf?ver=YQFk2umcz59cIOttpxZ-3w%3D%3D 
The following are settings and time limits where a gMG biological agent are PBS subsidised: 
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(1) Three months of acute treatment - 'acute severe gMG'. 
(2) Six months of bridging therapy - 'bridging therapy for gMG'. 
(3) Continuous therapy - 'treatment refractory gMG'. 
A patient may transition sequentially from one phase to another where all criteria are met e.g. (1) to (2) to (3) but cannot 
return to an earlier treatment phase. 

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

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

 

Authority required 
Bridging therapy for generalised myasthenia gravis (gMG) 
Treatment Phase: Non-loading/maintenance doses 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must be receiving concomitant treatment with an oral corticosteroid, AND 
• Patient must have a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 of 

the following 3 remission inducing treatments: (i) NS-IST for 3 months; (ii) oral corticosteroids for 3 months; (iii) a 
thymectomy, AND 

• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 
intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 

• Patient must not receive more than 6 months of bridging treatment with any gMG biological agent under this PBS 
indication. 

Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient 
dose of the drug, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System or in writing and must include: 
(a) the MG-ADL and MGC score after 3-months of remission-inducing treatments (include the date the assessments were 
conducted); 
(b) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]. 
If the application is submitted through HPOS form upload or mail, it must include the following: 
(1) details of the proposed prescription; 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). 
A retrospective assessment for one of the MGC score or MG-ADL score can be accepted in cases where it was not 
conducted after completing 3 months of remission inducing treatments. 
Authority required 
Treatment refractory generalised myasthenia gravis (gMG) 
Treatment Phase: Initial treatment - Treatment refractory gMG patients (Non-loading/maintenance doses) 
Clinical criteria: 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
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• Patient must not have received treatment with a gMG biologic within 3 months prior to the first authority application for 
this indication (i.e. in treatment refractory setting); OR 

• Patient must be considered by the treating clinician to have deteriorating gMG disease during a treatment break with a 
gMG biological agent, AND 

• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 
intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 

• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must have a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 of 

the following 3 remission inducing treatments: (i) NS-IST for a minimum of 12 months, (ii) oral corticosteroids for a 
minimum of 12 months, (iii) a thymectomy, AND 

• Patient must provide no more than 6 months of therapy per initial authority application. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
Patients who are considered to have deteriorating gMG disease while on a treatment break with a gMG biologic may qualify 
with 9 months of remission inducing treatments (rather than 12 months). 
At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient 
dose of the drug, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System, or in writing and must include: 
(a) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]; 
(b) the baseline MG-ADL and MGC scores assessed after completing the 12 months of remission-inducing treatments 
(include the date the assessments were conducted). 
If the application is submitted through HPOS form upload or mail, it must include: 
(1) details of the proposed prescription; 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). 
Authority required 
Treatment refractory generalised myasthenia gravis (gMG) 
Treatment Phase: Continuing treatment - Treatment refractory gMG patients 
Clinical criteria: 
• Patient must have previously received PBS-subsidised treatment with a gMG biological agent for this PBS indication, 

AND 
• Patient must have demonstrated a clinical improvement based on a decrease in MG-ADL score of at least 2 points from 

baseline, AND 
• Patient must have demonstrated a clinical improvement based on a decrease in MGC score of at least 3 points from 

baseline, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• The treatment must provide no more than 6 months of therapy per continuing authority application. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient 
dose of the drug, according to the specified dosage in the TGA approved Product Information (PI). 
An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and 
combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength 
requested. 
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the TGA PI will not 
be approved. 
The authority application must be via the Online PBS Authorities System, or in writing and must include the MG-ADL and 
MGC scores assessed from the most recent course of treatment. 
If the application is submitted through HPOS form upload or mail, it must include: 
(1) details of the proposed prescription; and 
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice). 
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Authority required 
Treatment refractory generalised myasthenia gravis (gMG) 
Treatment Phase: Transitioning from non-PBS to PBS-subsidised treatment - Grandfathering treatment 
Clinical criteria: 
• Patient must have received non-PBS-subsidised treatment with this drug for this PBS indication prior to 1 March 2026, 

AND 
• Patient must have a diagnosis of MGFA Disease Class II to IV, AND 
• Patient must have a positive serology for acetylcholine receptor (AChR) binding autoantibodies, AND 
• Patient must not be experiencing a myasthenic crisis, AND 
• Patient must not be receiving concomitant treatment with any of the following: (i) another gMG biological agent, (ii) 

intravenous immunoglobulin (IVIg), (iii) plasma exchange (PLEX), (iv) rituximab for this condition, AND 
• Patient must be receiving concomitant treatment with a non-steroidal immunosuppressant (NS-IST); OR 
• Patient must have had a thymectomy, AND 
• Patient must have had a MG-ADL score of 6 (or higher) and a MGC score of 10 (or higher), despite having undergone 2 

of the following 3 remission inducing treatments: (i) NS-IST for a minimum of 12 months, (ii) oral corticosteroids for a 
minimum of 12 months, (iii) a thymectomy, AND 

• Patient must have demonstrated a clinical improvement based on a decrease in MG-ADL score of at least 2 points from 
baseline, AND 

• Patient must have demonstrated a clinical improvement based on a decrease in MGC score of at least 3 points from 
baseline, AND 

• The treatment must provide no more than 6 months of therapy under this restriction. 
Treatment criteria: 
• Must be treated by a prescriber who is either: (i) a neurologist; (ii) a clinical immunologist with expertise in the treatment 

of myasthenia gravis; OR 
• Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with an 

agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion. 
The authority application must be via the Online PBS Authorities System, or in writing and must include: 
(a) details of remission-inducing treatments [date commencement and duration of drug therapy including drug names and 
dosages, and/or date of the thymectomy]; 
(b) the baseline MG-ADL and MGC scores assessed after completing the 12 months of remission-inducing treatments 
(include the date the assessment was conducted); 
(c) the MG-ADL and MGC scores assessed from the most recent course of treatment demonstrating clinical improvement to 
treatment (include the date the assessment was conducted). 
If the application is submitted through HPOS form upload or mail, it must include: 
(1) details of the proposed prescription; 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). 
A retrospective assessment for one of the MGC score or MG-ADL score after completing the 12 months remission inducing 
treatments can be accepted for grandfathered patients in cases where it was not conducted prior to commencing non-PBS-
subsidised treatment for this indication. 

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised 
treatment, a 'Grandfathered' patient must qualify under the 'Continuing treatment' criteria.  

Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria. 
 

ravulizumab 1.1 g/11 mL injection, 11 mL vial 
15225H 

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

1 2 .. 24105.11  Ultomiris [XI]   

ravulizumab 300 mg/3 mL injection, 3 mL vial 
15244H 

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

1 2 .. 6574.12  Ultomiris [XI]   

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

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

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

 

Authority required 
Symptomatic Type I, II or IIIa spinal muscular atrophy (SMA) 
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Treatment Phase: Initial treatment 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• Patient must have experienced at least two of the defined signs and symptoms of SMA type I, II or IIIa prior to 3 years of 

age, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• The treatment must not be in combination with PBS-subsidised treatment with nusinersen for this condition, AND 
• The treatment must be ceased when invasive permanent assisted ventilation is required in the absence of a potentially 

reversible cause while being treated with this drug. 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis and management of SMA associated 

with a neuromuscular clinic, or in consultation with a specialist medical practitioner experienced in the diagnosis and 
management of SMA associated with a neuromuscular clinic. 

Clinical criteria: 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be 18 years of age or under. 
Defined signs and symptoms of type I SMA are: 
i) Onset before 6 months of age; and 
ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Hypotonia; or 
v) Absence of deep tendon reflexes; or 
vi) Failure to gain weight appropriate for age; or 
vii) Any active chronic neurogenic changes; or 
viii) A compound muscle action potential below normative values for an age-matched child. 
Defined signs and symptoms of type II SMA are: 
i) Onset between 6 and 18 months; and 
ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Weakness in trunk righting/derotation; or 
v) Hypotonia; or 
vi) Absence of deep tendon reflexes; or 
vii) Failure to gain weight appropriate for age; or 
viii) Any active chronic neurogenic changes; or 
ix) A compound muscle action potential below normative values for an age-matched child. 
Defined signs and symptoms of type IIIa SMA are: 
i) Onset between 18 months and 3 years of age; and 
ii) Failure to meet or regression in ability to perform age-appropriate motor milestones; or 
iii) Proximal weakness; or 
iv) Hypotonia; or 
v) Absence of deep tendon reflexes; or 
vi) Failure to gain weight appropriate for age; or 
vii) Any active chronic neurogenic changes; or 
viii) A compound muscle action potential below normative values for an age-matched child. 
Invasive permanent assisted ventilation means ventilation via tracheostomy tube for greater than or equal to 16 hours per 
day. 
Application for authorisation of initial treatment must be in writing and must include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
i) specification of SMA type (I, II or IIIa); and 
(ii) sign(s) and symptom(s) that the patient has experienced; and 
(iii) patient's age at the onset of sign(s) and symptom(s). 
The approved Product Information recommended dosing is as follows: 
(i) 16 days to less than 2 months of age: 0.15 mg/kg 
(ii) 2 months to less than 2 years of age: 0.20 mg/kg 
(iii) 2 years of age and older weighing less than 20 kg: 0.25 mg/kg 
(iv) 2 years of age and older weighing 20 kg or more: 5 mg 
In this authority application, state which of (i) to (iv) above applies to the patient. Based on (i) to (iv), prescribe up to: 
1 unit where (i) applies; 
2 units where (ii) applies; 
3 units where (iii) applies; 
3 units where (iv) applies. 
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risdiplam 750 microgram/mL powder for oral liquid, 80 mL 
12614X 

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

‡1 .. .. 10841.89  Evrysdi [RO]   

 RISDIPLAM 
Note Any queries concerning 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 An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 
reduce processing time. 

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

 

Authority required 
Pre-symptomatic spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment with this drug of pre-symptomatic spinal muscular atrophy (SMA) 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA. 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• The condition must have genetic confirmation that there are 1 to 2 copies of the survival motor neuron 2 (SMN2) gene, 

AND 
• The condition must be pre-symptomatic, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be aged under 36 months prior to commencing treatment. 
Application for authorisation of initial treatment must be in writing (lodged via postal service or electronic upload) and must 
include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
(i) confirmation of genetic diagnosis of SMA; and 
(ii) a copy of the results substantiating the number of SMN2 gene copies determined by quantitative polymerase chain 
reaction (qPCR) or multiple ligation dependent probe amplification (MLPA) 
The quantity of drug and number of repeat prescriptions prescribed is to be in accordance with the relevant 'Note' attached 
to this listing. 
The approved Product Information recommended dosing is as follows: 
(i) 16 days to less than 2 months of age: 0.15 mg/kg 
(ii) 2 months to less than 2 years of age: 0.20 mg/kg 
(iii) 2 years of age and older weighing less than 20 kg: 0.25 mg/kg 
(iv) 2 years of age and older weighing 20 kg or more: 5 mg 
In this authority application, state which of (i) to (iv) above applies to the patient. Based on (i) to (iv), prescribe up to: 
1 unit where (i) applies; 
2 units where (ii) applies; 
3 units where (iii) applies; 
3 units where (iv) applies. 

risdiplam 750 microgram/mL powder for oral liquid, 80 mL 
13655Q 

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

‡1 .. .. 10841.89  Evrysdi [RO]   

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

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

Note An outcome on the authority application is not immediate, but will follow in due course. Electronic upload is encouraged to 
reduce processing time. 

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

 

Authority required 
Pre-symptomatic spinal muscular atrophy (SMA) 
Treatment Phase: Initial treatment of pre-symptomatic spinal muscular atrophy (SMA) with 3 copies of the SMN2 gene 
Treatment criteria: 
• Must be treated by a specialist medical practitioner experienced in the diagnosis/management of SMA; OR 
• Must be treated by a medical practitioner who has been directed to prescribe this benefit by a specialist medical 

practitioner experienced in the diagnosis/management of SMA. 
Clinical criteria: 
• The condition must have genetic confirmation of 5q homozygous deletion of the survival motor neuron 1 (SMN1) gene; 

OR 
• The condition must have genetic confirmation of deletion of one copy of the SMN1 gene in addition to a pathogenic/likely 

pathogenic variant in the remaining single copy of the SMN1 gene, AND 
• The condition must be pre-symptomatic SMA, with genetic confirmation that there are 3 copies of the survival motor 

neuron 2 (SMN2) gene, AND 
• The treatment must be given concomitantly with best supportive care for this condition, AND 
• Patient must not have received PBS-subsidised gene therapy. 
Population criteria: 
• Patient must be aged under 36 months prior to commencing treatment. 
Application for authorisation of initial treatment must be in writing (lodged via postal service or electronic upload) and must 
include: 
(a) details of the proposed prescription; and 
(b) a completed Spinal muscular atrophy PBS Authority Application Form which includes the following: 
(i) confirmation of genetic diagnosis of SMA; and 
(ii) a copy of the results substantiating the number of SMN2 gene copies determined by quantitative polymerase chain 
reaction (qPCR) or multiple ligation dependent probe amplification (MLPA) 
The quantity of drug and number of repeat prescriptions prescribed is to be in accordance with the relevant 'Note' attached 
to this listing. 
The approved Product Information recommended dosing is as follows: 
(i) 16 days to less than 2 months of age: 0.15 mg/kg 
(ii) 2 months to less than 2 years of age: 0.20 mg/kg 
(iii) 2 years of age and older weighing less than 20 kg: 0.25 mg/kg 
(iv) 2 years of age and older weighing 20 kg or more: 5 mg 
In this authority application, state which of (i) to (iv) above applies to the patient. Based on (i) to (iv), prescribe up to: 
1 unit where (i) applies; 
2 units where (ii) applies; 
3 units where (iii) applies; 
3 units where (iv) applies. 

risdiplam 750 microgram/mL powder for oral liquid, 80 mL 
14659M 

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

‡1 .. .. 10841.89  Evrysdi [RO]   
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Highly Specialised Drugs Program 
(Community Access) 
 TENOFOVIR DISOPROXIL + EMTRICITABINE + EFAVIRENZ 

Note Pharmaceutical benefits that have the form Tablet containing tenofovir disoproxil fumarate 300 mg with emtricitabine 200 mg 
and efavirenz 600 mg can be substituted for Tablet containing tenofovir disoproxil maleate 300 mg with emtricitabine 200 
mg and efavirenz 600 mg in the case of a shortage. 

 

Authority required (STREAMLINED) 
4522 
HIV infection 
Treatment Phase: Initial 
Clinical criteria: 
• Patient must be antiretroviral treatment naive. 
Authority required (STREAMLINED) 
4470 
HIV infection 
Treatment Phase: Continuing 
Clinical criteria: 
• Patient must have previously received PBS-subsidised therapy for HIV infection. 

tenofovir disoproxil fumarate 300 mg + emtricitabine 200 mg + efavirenz 600 mg tablet, 30 
15231P 
 

Max.Qty 
Packs 

No. of 
Rpts 

Premium 
$ 

DPMQ $ MRVSN 
$ 

 Brand Name and Manufacturer   

2 5 .. *291.64 25.00 a Efavirenz, Emtricitabine and Tenofovir Disoproxil Fumarate 
Tablet 600 mg/200 mg/300 mg (Camber, USA) [QY] 

  

tenofovir disoproxil maleate 300 mg + emtricitabine 200 mg + efavirenz 600 mg tablet, 30 
11732L 
 

Max.Qty 
Packs 

No. of 
Rpts 

Premium 
$ 

DPMQ $ MRVSN 
$ 

 Brand Name and Manufacturer   

2 5 .. *291.64 25.00 a Tenofovir Disoproxil Emtricitabine Efavirenz Viatris 
300/200/600 [AL] 

  

  

NP 

NP 
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Botulinum Toxin Program 
 INCOBOTULINUMTOXINA 

Caution Contraindications to treatment include known sensitivity to botulinum toxin. 
Note The units used to express the potency of botulinum toxin preparations currently available for PBS subsidy are not 

equivalent. 
Note Special Pricing Arrangements apply. 
Note For the purposes of administering this restriction, the Drooling Score is defined as the sum of the Severity and Frequency 

sub-scores. 
Drooling Severity Scale: 
Never drools, dry; 
Mild-drooling, only lips wet; 
Moderate - drool reaches the lips and chin; 
Severe - drool drips off chin and onto clothing; 
Profuse - drooling off the body and onto objects (e.g. furniture, books). 
Drooling Frequency Scale: 
No drooling; 
Occasionally drools; 
Frequently drools; 
Constant drooling. 

 

Authority required (STREAMLINED) 
18047 
Chronic sialorrhea 
Clinical criteria: 
• Patient must be initiating treatment with a Drooling Severity and Frequency Scale (DSFS) score of at least 6; OR 
• Patient must be continuing treatment with improvement in the DSFS score of at least 1 point from baseline as assessed 

by the treating clinician, AND 
• Patient must have cerebral palsy; OR 
• Patient must have traumatic brain injury; OR 
• Patient must have developmental disorder. 
Population criteria: 
• Patient must be aged from 2 to 17 years inclusive. 
Treatment criteria: 
• Must be treated by a neurologist; OR 
• Must be treated by a rehabilitation specialist; OR 
• Must be treated by a paediatrician; OR 
• Must be treated by an otolaryngologist surgeon; OR 
• Must be treated by a plastic surgeon. 

incobotulinumtoxinA 100 units injection, 1 vial 
15226J 

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

‡1 .. .. 360.86 25.00  Xeomin [EJ]   

 INCOBOTULINUMTOXINA 
Caution Contraindications to treatment include known sensitivity to botulinum toxin. 

Note The units used to express the potency of botulinum toxin preparations currently available for PBS subsidy are not 
equivalent. 

Note Special Pricing Arrangements apply. 
Note For the purposes of administering this restriction, the Drooling Score is defined as the sum of the Severity and Frequency 

sub-scores. 
Drooling Severity Scale: 
Never drools, dry; 
Mild-drooling, only lips wet; 
Moderate - drool reaches the lips and chin; 
Severe - drool drips off chin and onto clothing; 
Profuse - drooling off the body and onto objects (e.g. furniture, books). 
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Drooling Frequency Scale: 
No drooling; 
Occasionally drools; 
Frequently drools; 
Constant drooling. 

 

Authority required (STREAMLINED) 
18059 
Chronic sialorrhea 
Clinical criteria: 
• Patient must be initiating treatment with a Drooling Severity and Frequency Scale (DSFS) score of at least 6; OR 
• Patient must be continuing treatment with improvement in the DSFS score of at least 1 point from baseline as assessed 

by the treating clinician, AND 
• Patient must have Parkinson's disease; OR 
• Patient must have atypical Parkinson's; OR 
• Patient must have traumatic brain injury; OR 
• Patient must have chronic sialorrhea following an acute event. 
Population criteria: 
• Patient must be at least 18 years of age. 
Treatment criteria: 
• Must be treated by a neurologist; OR 
• Must be treated by a rehabilitation specialist; OR 
• Must be treated by a geriatrician; OR 
• Must be treated by an otolaryngologist surgeon; OR 
• Must be treated by a plastic surgeon. 

incobotulinumtoxinA 100 units injection, 1 vial 
15247L 

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

‡1 .. .. 360.86 25.00  Xeomin [EJ]   
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