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2  Schedule of Pharmaceutical Benefits – July 2017   

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

Dispensing Fees: Ready-prepared $7.15 

 Dangerous drug fee $3.01 

 Extemporaneously-prepared $9.19 

 Allowable additional patient charge* $4.38 

   

Additional Fees (for safety net prices): Ready-prepared $1.21 

 Extemporaneously-prepared $1.57 

   

Patient Co-payments: General $38.80 

 Concessional $6.30 

   

Safety Net Thresholds: General $1494.90 

 Concessional $378.00 

   

Safety Net Card Issue Fee:  $9.73 
  
* The allowable additional patient charge is a discretionary charge to general patients if a pharmaceutical item has a dispensed 
price for maximum quantity less than the general patient co-payment. The pharmacist may charge general patients the 
allowable additional fee but the fee cannot take the cost of the prescription above the general patient co-payment for the 
medicine. This fee does not count towards the Safety Net threshold. 
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Summary of Changes 
  
These changes to the Schedule of Pharmaceutical Benefits are effective from 1 July 2017. 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 September 2017 
Deletion – Brand 

3497C Ventolin Nebules, GK – SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules 

1 October 2017 
Deletion – Brand 

3496B Ventolin Nebules, GK – SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules 

General Pharmaceutical Benefits 
Additions 
Addition – Item 

11132X ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 6 x 0.8 mL cartridges (Humira) 

11133Y ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 4 x 0.8 mL cartridges (Humira) 

11137E ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 4 x 0.8 mL cartridges (Humira) 

11139G FLUCONAZOLE, fluconazole 200 mg/100 mL injection, 100 mL bag (Fluconazole Alphapharm) 

10621B HONEY BEE VENOM, bee venom 550 microgram injection [1 vial] (&) inert substance diluent [9 mL vial], 1 pack 
(Hymenoptera Honey Bee Venom) 

11136D PIRFENIDONE, pirfenidone 267 mg capsule, 270 (Esbriet) 

11140H ROTIGOTINE, rotigotine 8 mg/24 hours patch, 28 (Neupro) 

11138F VORINOSTAT, vorinostat 100 mg capsule, 120 (Zolinza) 

11141J VORINOSTAT, vorinostat 100 mg capsule, 120 (Zolinza) 

Addition – Brand 

5006L AmoxyClav generichealth 875/125, HQ – AMOXYCILLIN + CLAVULANIC ACID, amoxycillin 875 mg + clavulanic 

acid 125 mg tablet, 10 

8254K AmoxyClav generichealth 875/125, HQ – AMOXYCILLIN + CLAVULANIC ACID, amoxycillin 875 mg + clavulanic 

acid 125 mg tablet, 10 

8717T Abyraz, AF – ARIPIPRAZOLE, aripiprazole 10 mg tablet, 30 

8718W Abyraz, AF – ARIPIPRAZOLE, aripiprazole 15 mg tablet, 30 

8719X Abyraz, AF – ARIPIPRAZOLE, aripiprazole 20 mg tablet, 30 

8720Y Abyraz, AF – ARIPIPRAZOLE, aripiprazole 30 mg tablet, 30 

8200N Azithromycin Mylan, AF – AZITHROMYCIN, azithromycin 500 mg tablet, 2 

8336R Azithromycin Mylan, AF – AZITHROMYCIN, azithromycin 500 mg tablet, 2 

5052X Pharmacor Cefuroxime, CR – CEFUROXIME, cefuroxime 250 mg tablet, 14 

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


 

4  Schedule of Pharmaceutical Benefits – July 2017   

8292K Pharmacor Cefuroxime, CR – CEFUROXIME, cefuroxime 250 mg tablet, 14 

1299J Diclofenac Amneal, ED – DICLOFENAC, diclofenac sodium 25 mg enteric tablet, 50 

5076E Diclofenac Amneal, ED – DICLOFENAC, diclofenac sodium 25 mg enteric tablet, 50 

1300K Diclofenac Amneal, ED – DICLOFENAC, diclofenac sodium 50 mg enteric tablet, 50 

5077F Diclofenac Amneal, ED – DICLOFENAC, diclofenac sodium 50 mg enteric tablet, 50 

10103R Estamane, JU – EXEMESTANE, exemestane 25 mg tablet, 30 

8506Q Estamane, JU – EXEMESTANE, exemestane 25 mg tablet, 30 

8878G APO-Fentanyl, TX – FENTANYL, fentanyl 12 microgram/hour patch, 5 

8891Y APO-Fentanyl, TX – FENTANYL, fentanyl 25 microgram/hour patch, 5 

8892B APO-Fentanyl, TX – FENTANYL, fentanyl 50 microgram/hour patch, 5 

8893C APO-Fentanyl, TX – FENTANYL, fentanyl 75 microgram/hour patch, 5 

8894D APO-Fentanyl, TX – FENTANYL, fentanyl 100 microgram/hour patch, 5 

8512B Fluvoxamine AN, ED – FLUVOXAMINE, fluvoxamine maleate 50 mg tablet, 30 

8174F Fluvoxamine AN, ED – FLUVOXAMINE, fluvoxamine maleate 100 mg tablet, 30 

1834M Gabapentin AN, EA – GABAPENTIN, gabapentin 300 mg capsule, 100 

1835N Gabapentin AN, EA – GABAPENTIN, gabapentin 400 mg capsule, 100 

8816B APO-Modafinil, TX – MODAFINIL, modafinil 100 mg tablet, 60 

8816B Modafinil AN, EA – MODAFINIL, modafinil 100 mg tablet, 60 

8816B Modafinil Sandoz, SZ – MODAFINIL, modafinil 100 mg tablet, 60 

8398B Cardol, AF – SOTALOL, sotalol hydrochloride 80 mg tablet, 60 

8448P APO-Ursodeoxycholic acid, TX – URSODEOXYCHOLIC ACID, ursodeoxycholic acid 250 mg capsule, 100 

Addition – Equivalence Indicator 

5052X Zinnat, AS – CEFUROXIME, cefuroxime 250 mg tablet, 14 

8292K Zinnat, AS – CEFUROXIME, cefuroxime 250 mg tablet, 14 

Deletions 
Deletion – Brand 

2343H Chem mart Amiodarone, CH – AMIODARONE, amiodarone hydrochloride 200 mg tablet, 30 

2343H Terry White Chemists Amiodarone, TW – AMIODARONE, amiodarone hydrochloride 200 mg tablet, 30 

8179L Chem mart Anastrozole, CH – ANASTROZOLE, anastrozole 1 mg tablet, 30 

8179L Terry White Chemists Anastrozole, TW – ANASTROZOLE, anastrozole 1 mg tablet, 30 

8296P Candesartan GH, GQ – CANDESARTAN, candesartan cilexetil 8 mg tablet, 30 

8257N Carvedilol generichealth, GQ – CARVEDILOL, carvedilol 12.5 mg tablet, 60 

8258P Carvedilol generichealth, GQ – CARVEDILOL, carvedilol 25 mg tablet, 60 

1169M Chem mart Cefaclor CD, CH – CEFACLOR, cefaclor 375 mg modified release tablet, 10 

1169M Terry White Chemists Cefaclor CD, TW – CEFACLOR, cefaclor 375 mg modified release tablet, 10 

5045M Chem mart Cefaclor CD, CH – CEFACLOR, cefaclor 375 mg modified release tablet, 10 

5045M Terry White Chemists Cefaclor CD, TW – CEFACLOR, cefaclor 375 mg modified release tablet, 10 

8382E APO-Dipyridamole/Aspirin 200/25, TX – DIPYRIDAMOLE + ASPIRIN, dipyridamole 200 mg + aspirin 25 mg 

modified release capsule, 60 

1474N Fluconazole Alphapharm, AF – FLUCONAZOLE, fluconazole 200 mg/100 mL injection, 100 mL vial 

2436F Chem mart Indapamide, CH – INDAPAMIDE, indapamide hemihydrate 2.5 mg tablet, 90 

2436F Terry White Chemists Indapamide, TW – INDAPAMIDE, indapamide hemihydrate 2.5 mg tablet, 90 

8654L Chem mart Levetiracetam, CH – LEVETIRACETAM, levetiracetam 250 mg tablet, 60 

8654L Terry White Chemists Levetiracetam, TW – LEVETIRACETAM, levetiracetam 250 mg tablet, 60 
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8655M Chem mart Levetiracetam, CH – LEVETIRACETAM, levetiracetam 500 mg tablet, 60 

8655M Terry White Chemists Levetiracetam, TW – LEVETIRACETAM, levetiracetam 500 mg tablet, 60 

8656N Chem mart Levetiracetam, CH – LEVETIRACETAM, levetiracetam 1 g tablet, 60 

8656N Terry White Chemists Levetiracetam, TW – LEVETIRACETAM, levetiracetam 1 g tablet, 60 

1818Q Methotrexate MYX, OC – METHOTREXATE, METHOTREXATE Injection 50 mg in 2 mL, 1 

8363E Chem mart Raloxifene, CH – RALOXIFENE, raloxifene hydrochloride 60 mg tablet, 28 

8363E Terry White Chemists Raloxifene, TW – RALOXIFENE, raloxifene hydrochloride 60 mg tablet, 28 

Alterations 
Alteration – Restriction 
The following items have additions, deletions or alterations to restrictions, notes and/or cautions. 

2698B ABIRATERONE, abiraterone acetate 250 mg tablet, 120 (Zytiga) 

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

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

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

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

2784M DEGARELIX, degarelix 80 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 pack (Firmagon 80mg) 

2785N DEGARELIX, degarelix 120 mg injection [2 vials] (&) inert substance diluent [2 syringes], 1 pack (Firmagon 120mg) 

1474N FLUCONAZOLE, fluconazole 200 mg/100 mL injection, 100 mL vial (Fluconazole Sandoz) 

10915L IMATINIB, imatinib 100 mg capsule, 60 (CIPLA IMATINIB ADULT, IMATINIB AN, IMATINIB-DRLA, Imatinib GH, 
Imatinib-APOTEX) 

10916M IMATINIB, imatinib 400 mg capsule, 30 (CIPLA IMATINIB ADULT, IMATINIB AN, IMATINIB-DRLA, Imatinib GH, 
Imatinib-APOTEX) 

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

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

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

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

11100F NINTEDANIB, nintedanib 100 mg capsule, 60 (Ofev) 

11106M NINTEDANIB, nintedanib 150 mg capsule, 60 (Ofev) 

Alteration – Restriction Level 
  From To 

2784M DEGARELIX, degarelix 80 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 
pack (Firmagon 80mg) 

streamlined restricted 

2785N DEGARELIX, degarelix 120 mg injection [2 vials] (&) inert substance diluent [2 syringes], 
1 pack (Firmagon 120mg) 

streamlined restricted 

Alteration – Manufacturer Code 
  From To 

5504Q Viscotears Gel PF – CARBOMER-980, carbomer-980 0.2% eye drops, 30 x 0.6 mL unit 

doses 
AQ IV 

8578L Viscotears Gel PF – CARBOMER-980, carbomer-980 0.2% eye drops, 30 x 0.6 mL unit 

doses 
AQ IV 

5503P PAA – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g IQ IA 

5503P Viscotears – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g AQ IV 

8384G PAA – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g IQ IA 

8384G Viscotears – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g AQ IV 

9210R PAA – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g IQ IA 

9210R Viscotears – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g AQ IV   
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Advance Notices 
1 August 2017 
Deletion – Brand 

8256M Carvedilol generichealth, GQ – CARVEDILOL, carvedilol 6.25 mg tablet, 60 

5541P APO-Dorzolamide, TX – DORZOLAMIDE, dorzolamide 2% eye drops, 5 mL 

8488R APO-Dorzolamide, TX – DORZOLAMIDE, dorzolamide 2% eye drops, 5 mL 

5542Q APO-Dorzolamide/Timolol 20/5, TX – DORZOLAMIDE + TIMOLOL, dorzolamide 2% + timolol 0.5% eye drops, 5 

mL 

8567X APO-Dorzolamide/Timolol 20/5, TX – DORZOLAMIDE + TIMOLOL, dorzolamide 2% + timolol 0.5% eye drops, 5 

mL 

8422G Dilaudid-HP, MF – HYDROMORPHONE, hydromorphone hydrochloride 50 mg/5 mL injection, 5 x 5 mL ampoules 

8170B Lanzek, EL – OLANZAPINE, olanzapine 2.5 mg tablet, 28 

8185T Lanzek, EL – OLANZAPINE, olanzapine 5 mg tablet, 28 

8186W Lanzek, EL – OLANZAPINE, olanzapine 7.5 mg tablet, 28 

8187X Lanzek, EL – OLANZAPINE, olanzapine 10 mg tablet, 28 

8433W Lanzek Zydis, EL – OLANZAPINE, olanzapine 5 mg wafer, 28 

8434X Lanzek Zydis, EL – OLANZAPINE, olanzapine 10 mg wafer, 28 

1 September 2017 
Deletion – Brand 

2001H Ventolin Nebules, GK – SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules 

1 October 2017 
Deletion – Brand 

2000G Ventolin Nebules, GK – SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules 

1 November 2017 
Deletion – Brand 

1210Q Ciprofloxacin-BW, GQ – CIPROFLOXACIN, ciprofloxacin 750 mg tablet, 14 

Palliative Care 
Additions 
Addition – Brand 

5361E Diclofenac Amneal, ED – DICLOFENAC, diclofenac sodium 25 mg enteric tablet, 50 

5362F Diclofenac Amneal, ED – DICLOFENAC, diclofenac sodium 50 mg enteric tablet, 50 

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

6100C Celazadine, JU – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

6138C Celazadine, JU – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

Deletions 
Deletion – Item 

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

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

1 (Flolan Kit) 

Deletion – Equivalence Indicator 

10111E Veletri, AT – EPOPROSTENOL, epoprostenol 500 microgram injection, 1 vial 

10129D Veletri, AT – EPOPROSTENOL, epoprostenol 1.5 mg injection, 1 vial   
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Alterations 
Alteration – Restriction 
The following items have additions, deletions or alterations to restrictions, notes and/or cautions. 

11069N EPOPROSTENOL, epoprostenol 500 microgram injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 
pack (Flolan) 

11082G EPOPROSTENOL, epoprostenol 1.5 mg injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack 
(Flolan) 

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

9597D Celazadine, JU – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

9598E Celazadine, JU – AZACITIDINE, azacitidine 100 mg injection, 1 vial 

Deletions 
Deletion – Item 

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

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

1 (Flolan Kit) 

Deletion – Equivalence Indicator 

10130E Veletri, AT – EPOPROSTENOL, epoprostenol 500 microgram injection, 1 vial 

10117L Veletri, AT – EPOPROSTENOL, epoprostenol 1.5 mg injection, 1 vial 

Alterations 
Alteration – Restriction 
The following items have additions, deletions or alterations to restrictions, notes and/or cautions. 

11065J EPOPROSTENOL, epoprostenol 1.5 mg injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack 
(Flolan) 

11090Q EPOPROSTENOL, epoprostenol 500 microgram injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 
pack (Flolan) 

Botulinum Toxin Program 
Alterations 
Alteration – Restriction 
The following items have additions, deletions or alterations to restrictions, notes and/or cautions. 

11004E BOTULINUM TOXIN TYPE A, botulinum toxin type A 100 units injection, 1 vial (Botox) 

Repatriation Pharmaceutical Benefits 
Additions 
Addition – Item 

11135C LOPERAMIDE, loperamide hydrochloride 2 mg capsule, 20 (Pharmacy Action Diarrhoea Relief) 

11134B SODIUM CHLORIDE + HYPOCHLOROUS ACID + SODIUM HYPOCHLORITE, sodium chloride 0.022% + 
hypochlorous acid 0.004% + sodium hypochlorite 0.004% irrigation solution, 250 mL (Microdacyn) 

Addition – Brand 

2273P APO-Alendronate Plus D3 and Calcium, TX – ALENDRONATE + COLECALCIFEROL (&) CALCIUM 
CARBONATE, alendronate 70 mg + colecalciferol 140 microgram tablet [4] (&) calcium (as carbonate) 500 mg 

tablet [48], 1 pack 

4222F APOC-5FU, TX – FLUOROURACIL, fluorouracil 5% cream, 20 g 

10854G Pharmacy Action Nystatin Oral Drops, GQ – NYSTATIN, nystatin 100 000 units/mL oral liquid, 24 mL 

4522B Zopiclone GH, GQ – ZOPICLONE, zopiclone 7.5 mg tablet, 30 
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Addition – Equivalence Indicator 

2273P Fosamax Plus D-Cal, MK – ALENDRONATE + COLECALCIFEROL (&) CALCIUM CARBONATE, alendronate 70 

mg + colecalciferol 140 microgram tablet [4] (&) calcium (as carbonate) 500 mg tablet [48], 1 pack 

4222F Efudix, IA – FLUOROURACIL, fluorouracil 5% cream, 20 g 

10854G Mycostatin Oral Drops, QA – NYSTATIN, nystatin 100 000 units/mL oral liquid, 24 mL 
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General Pharmaceutical Benefits 
 ABIRATERONE 

Note Special Pricing Arrangements apply. 
 

Authority required 

Castration resistant metastatic carcinoma of the prostate 

Clinical criteria: 

 The treatment must be used in combination with a corticosteroid, AND 

 The treatment must not be used in combination with chemotherapy, AND 

 Patient must have failed treatment with docetaxel due to resistance or intolerance; OR 

 Patient must be unsuitable for docetaxel treatment on the basis of predicted intolerance to docetaxel, AND 

 Patient must have a WHO performance status of 2 or less, AND 

 Patient must not receive PBS-subsidised abiraterone if progressive disease develops while on abiraterone, AND 

 Patient must not have received prior treatment with enzalutamide; OR 

 Patient must have developed intolerance to enzalutamide of a severity necessitating permanent treatment withdrawal. 

abiraterone acetate 250 mg tablet, 120 

2698B 

 

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

1 2 .. 3603.06 38.80 
 

Zytiga [JC] 
 

 

 ADALIMUMAB 
Note Applications for authorisation under this criterion may be made by telephone by contacting the Department of Human 

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

Note 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 

Moderate to severe hidradenitis suppurativa 

Treatment Phase: Initial treatment 1 - New patient or Initial treatment 2 - Recommencement of treatment – balance of supply 

Clinical criteria: 

 Patient must have received insufficient therapy with this drug for this condition under the Initial treatment 1 - New patient 
restriction to complete a maximum of 16 weeks treatment; OR 

 Patient must have received insufficient therapy with this drug for this condition under the Initial treatment 2 - 
Recommencement of treatment restriction to complete a maximum of 16 weeks treatment. 

Treatment criteria: 

 Must be treated by a dermatologist. 
A maximum of 12 weeks of treatment will be authorised under this restriction. 

adalimumab 40 mg/0.8 mL injection, 4 x 0.8 mL cartridges 

11133Y 

 

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

1 2 .. 2709.24 38.80 
 

Humira [VE] 
 

 

 ADALIMUMAB 
Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 

270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

Note 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 

Moderate to severe hidradenitis suppurativa 

Treatment Phase: Initial treatment 1 - New patient 

Clinical criteria: 

 Patient must have, at the time of application, a Hurley stage II or III grading with an abscess and inflammatory nodule 
(AN) count greater than or equal to 3, AND 

 Patient must have failed to achieve an adequate response to 2 courses of different antibiotics each for 3 months prior to 
initiation of PBS subsidised treatment with this drug for this condition; OR 

 Patient must have had an adverse reaction to an antibiotic of a severity necessitating permanent treatment withdrawal 
resulting in the patient being unable to complete treatment with 2 different courses of antibiotics each for 3 months prior 
to initiation of PBS-subsidised treatment with this drug for this condition; OR 

 Patient must be contraindicated to treatment with an antibiotic due to an allergic reaction of a severity necessitating 
permanent treatment withdrawal resulting in the patient being unable to complete treatment with 2 different courses of 
antibiotics each for 3 months prior to initiation of PBS-subsidised treatment with this drug for this condition, AND 

 The treatment must be limited to a maximum duration of 16 weeks. 
Treatment criteria: 

 Must be treated by a dermatologist. 
Assessment of disease severity must be no more than 1 month old at the time of application. 

An assessment of the patient's response to this recommencement course of treatment must be made following a minimum 
of 12 weeks of treatment. 

At the time of authority application the prescriber must request the first 4 weeks of treatment under this restriction; and 
weeks 5 to 16 of treatment under Initial treatment 1 - New patient or Initial treatment 2 - Recommencement of treatment - 
balance of supply 

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

(a) a completed authority prescription form; and 

(b) a completed hidradenitis suppurativa PBS authority application supporting Information form which must include: 

(i) the Hurley stage grading; and 

(ii) the AN count; and 

(iii) the name of the antibiotic/s received for two separate courses each of three months; or 

(iv) confirmation that the adverse reaction or allergy to an antibiotic necessitated permanent treatment withdrawal resulting 
in the patient being unable to complete a three month course of antibiotics. The name of the one course of antibiotics of 
three months duration must be provided. Where the patient is unable to be treated with any courses of antibiotics the 
prescriber must confirm that the patient has a history of adverse reaction or allergy necessitating permanent treatment 
withdrawal to two different antibiotics 

(v) a signed patient acknowledgement. 

Authority required 

Moderate to severe hidradenitis suppurativa 

Treatment Phase: Initial treatment 2 - Recommencement of treatment 

Clinical criteria: 

 Patient must have, at the time of application, a Hurley stage II or III grading with an abscess and inflammatory nodule 
(AN) count greater than or equal to 3, AND 

 Patient must have demonstrated a response to the most recent PBS-subsidised treatment with this drug for this condition, 
AND 

 The treatment must be limited to a maximum duration of 16 weeks. 
Treatment criteria: 

 Must be treated by a dermatologist. 
Assessment of disease severity must be no more than 1 month old at the time of application. 

A response to treatment is defined as: 

Achieving Hidradenitis Suppurativa Clinical Response (HiSCR) of a 50% reduction in AN count compared to baseline with 
no increase in abscesses or draining fistulae. 

An assessment of the patient's response to this recommencement course of treatment must be made following a minimum 
of 12 weeks of treatment. 

At the time of authority application the prescriber must request the first 4 weeks of treatment under this restriction; and 
weeks 5 to 16 of treatment under Initial treatment 1 - New patient or Initial treatment 2 - Recommencement of treatment - 
balance of supply 

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

(a) a completed authority prescription form; and 

(b) a completed hidradenitis suppurativa PBS authority application supporting Information form which must include: 

(i) the Hurley stage grading; and 

(ii) the AN count. 

adalimumab 40 mg/0.8 mL injection, 6 x 0.8 mL cartridges 

11132X 

 

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

1 .. .. 3989.10 38.80 
 

Humira [VE] 
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 ADALIMUMAB 
Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 

270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

Note 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 

Moderate to severe hidradenitis suppurativa 

Treatment Phase: Continuing treatment 

Clinical criteria: 

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

 Patient must have demonstrated a response to treatment with this drug for this condition. 
Treatment criteria: 

 Must be treated by a dermatologist. 
A response to treatment is defined as: 

Achieving Hidradenitis Suppurativa Clinical Response (HiSCR) of a 50% reduction in AN count compared to baseline with 
no increase in abscesses or draining fistulae. 

For the first application for continuing treatment a Hidradenitis Suppurativa Clinical Response (HiSCR) assessment must be 
made following a minimum of 12 weeks of treatment. For subsequent continuing treatment a HiSCR assessment must be 
made every 24 weeks. 

The assessment of the patient's response to a continuing course of therapy must be made within the 4 weeks prior to 
completion of that course and provided to the Department of Human Services no less than 2 weeks prior to the date the next 
dose is scheduled, in order to ensure continuity of treatment for those patients who meet the continuation criterion. 

Where an assessment is not submitted to the Department of Human Services within these timeframes, patients will be 
deemed to have failed to respond, or to have failed to sustain a response, to treatment with this drug. 

A maximum of 24 weeks treatment will be authorised under this restriction per continuing treatment. 

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

(a) a completed authority prescription form; and 

(b) a completed hidradenitis suppurativa PBS authority application supporting Information form which must include the 
Hidradenitis Suppurativa Clinical Response (HiSCR) result. 

Authority required 

Moderate to severe hidradenitis suppurativa 

Treatment Phase: Initial treatment 3 - Grandfathered patient 

Clinical criteria: 

 Patient must have been receiving treatment with this drug for this condition prior to 1 July 2017, AND 

 Patient must have had a Hurley stage II or III with an abscess and inflammatory nodule (AN) count greater than or equal 
to 3 prior to starting treatment with this drug, AND 

 Patient must have demonstrated a response to treatment by achieving Hidradenitis Suppurativa Clinical Response 
(HiSCR) after 12 weeks of treatment if the patient has been treated with this drug for this condition for 12 weeks or longer, 

AND 

 Patient must have failed to achieve an adequate response to 2 courses of different antibiotics each for 3 months prior to 
initiation of PBS subsidised treatment with this drug for this condition; OR 

 Patient must have had an adverse reaction to an antibiotic of a severity necessitating permanent treatment withdrawal 
resulting in the patient being unable to complete treatment with 2 different courses of antibiotics each for 3 months prior 
to initiation of PBS-subsidised treatment with this drug for this condition; OR 

 Patient must be contraindicated to treatment with an antibiotic due to an allergic reaction of a severity necessitating 
permanent treatment withdrawal resulting in the patient being unable to complete treatment with 2 different courses of 
antibiotics each for 3 months prior to initiation of PBS-subsidised treatment with this drug for this condition. 

Treatment criteria: 

 Must be treated by a dermatologist. 
A response to treatment is defined as: 

Achieving Hidradenitis Suppurativa Clinical Response (HiSCR) of a 50% reduction in AN count compared to baseline with 
no increase in abscesses or draining fistulae. 

For the first application for continuing treatment a Hidradenitis Suppurativa Clinical Response (HiSCR) assessment must be 
made following a minimum of 12 weeks of treatment. For subsequent continuing treatment a HiSCR assessment must be 
made every 24 weeks. 

The assessment of the patient's response to a continuing course of therapy must be made within the 4 weeks prior to 
completion of that course and provided to the Department of Human Services no less than 2 weeks prior to the date the next 
dose is scheduled, in order to ensure continuity of treatment for those patients who meet the continuation criterion. 

Where an assessment is not submitted to the Department of Human Services within these timeframes, patients will be 
deemed to have failed to respond, or to have failed to sustain a response, to treatment with this drug. 
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Assessment of disease severity must be no more than 1 month old at the time treatment with this drug was initiated. 

A maximum of 24 weeks treatment will be authorised under this restriction. 

A patient may qualify for PBS-subsidised treatment under this restriction once only. 

For continuing PBS-subsidised treatment, a Grandfathered patient must qualify under the continuing treatment criteria or 
recommencement of treatment criteria where there is a break in treatment. 

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

(a) a completed authority prescription form; and 

(b) completed hidradenitis suppurativa PBS authority application supporting Information form which must include: 

(i) the Hurley stage grading; and 

(ii) the AN count; and 

(iii) the name of the antibiotic/s received for two separate courses each of three months; or 

(iv) confirmation that the adverse reaction or allergy to an antibiotic necessitated permanent treatment withdrawal resulting 
in the patient being unable to complete a three month course of antibiotics. The name of the one course of antibiotics of 
three months duration must be provided. Where the patient is unable to be treated with any courses of antibiotics the 
prescriber must confirm that the patient has a history of adverse reaction or allergy necessitating permanent treatment 
withdrawal to two different antibiotics 

(v) the Hidradenitis Suppurativa Clinical Response (HiSCR) result if the patient has received 12 weeks or more of treatment 

(vi) a signed patient acknowledgement. 

adalimumab 40 mg/0.8 mL injection, 4 x 0.8 mL cartridges 

11137E 

 

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

1 5 .. 2709.24 38.80 
 

Humira [VE] 
 

 

 DASATINIB 
Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase 

inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia. Where the term TKI agent appears in the 
following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib. 
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving 
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent. 
1. Initial First-line treatment From 1 April 2012, under the PBS, a patient will be able to be prescribed any of imatinib 
mesilate, dasatinib or nilotinib within the initial 18 month treatment period, as long as only one agent is used at a time and 
providing the patient has not failed to respond to any one of these TKIs.During the initial 18 month treatment period, 
switching between approved first-line agents may only occur for reasons of intolerance, not failure to respond 
2. Continuing First-line treatment 
Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% to receive 
continuing therapy. 
First continuing applications are to be written and must include a pathology report demonstrating the patient has responded 
to the initial course of treatment. 
Second and subsequent authority applications for continuing therapy may be made by telephoning the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may 
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for 
prescription of second-line agents.Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, 
dasatinib or nilotinib no approval will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid 
leukaemia, where that patient has at any time failed to meet the response criteria whilst on that TKI agent. 
3. Authority approval requirements.Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or 
nilotinib:For the purposes of assessing response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib 
either cytogenetic analysis indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by 
standard karyotyping, or quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using 
the international scale, must be submitted. For bone marrow analyses, where the standard karyotyping is not informative for 
technical reasons, a cytogenetic analysis performed on the bone marrow by the use of fluorescence in situ hybridisation 
(FISH) with BCR-ABL specific probe must be submitted. The cytogenetic or peripheral blood quantitative PCR analyses 
must be submitted within 18 months of the commencement of treatment with imatinib mesilate, dasatinib or nilotinib 
(patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of less than 1% is demonstrable by 18 
months are eligible to receive continuing treatment with that agent). 
4. Definitions of response 
A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells.A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the 
biological equivalent of a major cytogenetic response. 
5. Definitions of loss of response 
Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph 
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy.Loss of a previously 
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by 
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor 
therapy. 

 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: Initial treatment 

Clinical criteria: 

 The condition must be a primary diagnosis, AND 
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 The condition must be in the chronic phase, AND 

 The condition must be expressing the Philadelphia chromosome; OR 

 The condition must have the transcript BCR-ABL tyrosine kinase, AND 

 The treatment must be for first line therapy for this condition, AND 

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

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

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

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

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

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

Applications for authorisation must be in writing and must include: 

(1) a completed authority prescription form; and 

(2) a completed Chronic Myeloid Leukaemia - Chronic Phase, First Line - Supporting Information form; and 

(3) a pathology cytogenetic report conducted on peripheral blood or bone marrow supporting the diagnosis of chronic 
myeloid leukaemia to confirm eligibility for treatment, or a qualitative PCR report documenting the presence of the BCR-ABL 
transcript in either peripheral blood or bone marrow; and 

(4) a signed patient acknowledgement form 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: First continuing treatment 

Clinical criteria: 

 The condition must be in the chronic phase, AND 

 Patient must have received initial PBS-subsidised first line treatment with this drug for this condition; OR 

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

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

 Patient must have demonstrated a major cytogenic response; OR 

 Patient must have demonstrated a peripheral blood level of BCR-ABL of less than 1%, AND 

 The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 
kinase inhibitor for this condition under this restriction, AND 

 The treatment must be the sole PBS-subsidised therapy for this condition. 
First continuing applications for authorisation must be in writing and must include:(1) a completed authority prescription form; 
and(2) demonstration of continued response to treatment as evidenced by either:(a) a major cytogenetic response [see Note 
explaining requirements]; or(b) a peripheral blood level of BCR-ABL of less than 1% on the international scale [see Note 
explaining requirements].Where this has been supplied within the previous 12 months, only the date of the relevant 
pathology report need be provided. 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: Subsequent continuing treatment 

Clinical criteria: 

 The condition must be in the chronic phase, AND 

 Patient must have received the First continuing PBS-subsidised treatment with this drug as a first line therapy for this 
condition; OR 

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

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

 Patient must have maintained a major cytogenic response; OR 

 Patient must have maintained a peripheral blood level of BCR-ABL of less than 1%, AND 

 The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 
kinase inhibitor for this condition under this restriction, AND 

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

dasatinib 100 mg tablet, 30 

1416M 

 

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

1 5 .. 4764.09 38.80 
 

Sprycel [BQ] 
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dasatinib 20 mg tablet, 60 

1354G 

 

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

1 5 .. 2951.16 38.80 
 

Sprycel [BQ] 
 

 

dasatinib 50 mg tablet, 60 

1381Q 

 

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

1 5 .. 4764.09 38.80 
 

Sprycel [BQ] 
 

 

dasatinib 70 mg tablet, 60 

1415L 

 

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

1 5 .. 5862.66 38.80 
 

Sprycel [BQ] 
 

 

 DEGARELIX 
Restricted benefit 

Locally advanced (equivalent to stage C) or metastatic (equivalent to stage D) carcinoma of the prostate 

degarelix 80 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 pack 

2784M 

 

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

1 5 .. 393.95 38.80 
 

Firmagon 80mg [FP] 
 

 

 DEGARELIX 
Note No applications for increased maximum quantities and/or repeats will be authorised for the 120 mg powder for injection. 

 

Restricted benefit 

Locally advanced (equivalent to stage C) or metastatic (equivalent to stage D) carcinoma of the prostate 

degarelix 120 mg injection [2 vials] (&) inert substance diluent [2 syringes], 1 pack 

2785N 

 

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

‡1 .. .. 412.15 38.80 
 

Firmagon 120mg [FP] 
 

 

 FLUCONAZOLE 
Note Shared Care Model: 

For prescribing by nurse practitioners where care of a patient is shared between a nurse practitioner and medical 
practitioner in a formalised arrangement with an agreed management plan. Further information can be found in the 
Explanatory Notes for Nurse Practitioners. 

Note Pharmaceutical benefits that have the forms fluconazole 200 mg/100 mL injection, 100 mL vial and fluconazole 200 mg/100 
mL injection, 100 mL bag are equivalent for the purposes of substitution. 

 

Restricted benefit 

Cryptococcal meningitis 

Restricted benefit 

Cryptococcal meningitis 

Clinical criteria: 

 The treatment must be maintenance therapy, AND 

 Patient must be immunosuppressed. 
Restricted benefit 

Oropharyngeal candidiasis 

Clinical criteria: 

 Patient must be immunosuppressed. 
Restricted benefit 

Oesophageal candidiasis 

Clinical criteria: 

 Patient must be immunosuppressed. 
Restricted benefit 

Oropharyngeal candidiasis 

Clinical criteria: 

 The treatment must be for prophylaxis, AND 

 Patient must be immunosuppressed. 
Restricted benefit 

Candida infections 

Clinical criteria: 

 The condition must be serious or life-threatening. 

fluconazole 200 mg/100 mL injection, 100 mL bag 

11139G 

 

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

7 .. .. *50.69 38.80 
a 

Fluconazole Alphapharm [AF] 
 

 
 

NP 
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fluconazole 200 mg/100 mL injection, 100 mL vial 

1474N 

 

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

7 .. .. *50.69 38.80 
a 

Fluconazole Sandoz [SZ] 
 

 

 HONEY BEE VENOM 

bee venom 550 microgram injection [1 vial] (&) inert substance diluent [9 mL vial], 1 pack 

10621B 

 

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

1 .. .. 264.51 38.80 
 

Hymenoptera Honey Bee 
Venom [DE] 

 
 

 IMATINIB 
Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase 

inhibitors (TKI) agents for the chronic phase of chronic myeloid leukaemia. Where the term TKI agent appears in the 
following notes and restrictions it refers to imatinib mesilate, dasatinib or nilotinib. 
Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving 
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent. 
1. Initial First-line treatment From 1 April 2012, under the PBS, a patient will be able to be prescribed any of imatinib 
mesilate, dasatinib or nilotinib within the initial 18 month treatment period, as long as only one agent is used at a time and 
providing the patient has not failed to respond to any one of these TKIs.During the initial 18 month treatment period, 
switching between approved first-line agents may only occur for reasons of intolerance, not failure to respond 
2. Continuing First-line treatment 
Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% to receive 
continuing therapy. 
First continuing applications are to be written and must include a pathology report demonstrating the patient has responded 
to the initial course of treatment. 
Second and subsequent authority applications for continuing therapy may be made by telephoning the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may 
only occur for reason of intolerance. Where there is failure to respond, switching may only occur through application for 
prescription of second-line agents.Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, 
dasatinib or nilotinib no approval will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid 
leukaemia, where that patient has at any time failed to meet the response criteria whilst on that TKI agent. 
3. Authority approval requirements.Response criteria to initial first-line treatment with imatinib mesilate, dasatinib or 
nilotinib:For the purposes of assessing response to PBS-subsidised treatment with imatinib mesilate, dasatinib or nilotinib 
either cytogenetic analysis indicating the number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by 
standard karyotyping, or quantitative PCR indicating the relative level of BCR-ABL transcript in the peripheral blood using 
the international scale, must be submitted. For bone marrow analyses, where the standard karyotyping is not informative for 
technical reasons, a cytogenetic analysis performed on the bone marrow by the use of fluorescence in situ hybridisation 
(FISH) with BCR-ABL specific probe must be submitted. The cytogenetic or peripheral blood quantitative PCR analyses 
must be submitted within 18 months of the commencement of treatment with imatinib mesilate, dasatinib or nilotinib 
(patients in whom a major cytogenetic response or peripheral blood BCR-ABL level of less than 1% is demonstrable by 18 
months are eligible to receive continuing treatment with that agent). 
4. Definitions of response 
A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells.A peripheral blood BCR-
ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a response, at least the 
biological equivalent of a major cytogenetic response. 
5. Definitions of loss of response 
Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph 
positive cells on bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy.Loss of a previously 
demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by 
at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor 
therapy. 

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

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

 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: Initial treatment 

Clinical criteria: 

 Patient must have a primary diagnosis of chronic myeloid leukaemia, AND 

 The condition must be in the chronic phase of chronic myeloid leukaemia, AND 

 The condition must be expressing the Philadelphia chromosome; OR 

 The condition must have the transcript BCR-ABL tyrosine kinase, AND 

 The treatment must be for first line therapy for this condition, AND 

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

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

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

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

 The treatment must be the sole PBS-subsidised therapy for this condition. 
Applications for authorisation must be in writing and must include:(1) a completed authority prescription form; and(2) a 
completed Chronic Myeloid Leukaemia - Chronic Phase, First Line - Supporting Information form; and(3) a pathology 
cytogenetic report conducted on peripheral blood or bone marrow supporting the diagnosis of chronic myeloid leukaemia to 
confirm eligibility for treatment, or a qualitative PCR report documenting the presence of the BCR-ABL transcript in either 
peripheral blood or bone marrow; and(4) a signed patient acknowledgement form 

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

Patients should be commenced on a dose of imatinib mesilate of 400 mg (base) daily. Continuing therapy is dependent on 
patients demonstrating a response to imatinib mesilate therapy following the initial 18 months of treatment and at 12 monthly 
intervals thereafter. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: First Continuing 

Clinical criteria: 

 The condition must be in the chronic phase of chronic myeloid leukaemia, AND 

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

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

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

 Patient must have demonstrated a major cytogenic response; OR 

 Patient must have demonstrated a peripheral blood level of BCR-ABL of less than 1%, AND 

 The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 
kinase inhibitor for this condition under this restriction, AND 

 The treatment must be the sole PBS-subsidised therapy for this condition. 
First continuing applications for authorisation must be in writing and must include: 

(1) a completed authority prescription form; and 

(2) a response to treatment as evidenced by either: 

(a) a major cytogenetic response [see Note explaining requirements]; or 

(b) a peripheral blood level of BCR-ABL of less than 1% on the international scale [see Note explaining requirements]. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: Subsequent continuing 

Clinical criteria: 

 The condition must be in the chronic phase of chronic myeloid leukaemia, AND 

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

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

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

 Patient must have maintained a major cytogenic response; OR 

 Patient must have maintained a peripheral blood level of BCR-ABL of less than 1%, AND 

 The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 
kinase inhibitor for this condition under this restriction, AND 
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 The treatment must be the sole PBS-subsidised therapy for this condition. 
Second and subsequent authority applications for continuing therapy with imatinib mesilate may be made on the telephone 
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to 
Friday). 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

imatinib 100 mg capsule, 60 

10915L 

 

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

1 5 .. 1577.48 38.80 
a 

CIPLA IMATINIB ADULT [LR] 
a 

IMATINIB AN [EA] 

     a 
Imatinib-APOTEX [TX] 

a 
IMATINIB-DRLA [RZ] 

     a 
Imatinib GH [GQ] 

 
 

imatinib 100 mg tablet, 60 

9113P 

 

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

1 5 .. 1577.48 38.80 
a 

Glivec [AF] 
a 

IMATINIB RBX [RA] 

     a 
Imatinib-Teva [TB] 

 
 

imatinib 400 mg capsule, 30 

10916M 

 

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

1 5 .. 3048.66 38.80 
a 

CIPLA IMATINIB ADULT [LR] 
a 

IMATINIB AN [EA] 

     a 
Imatinib-APOTEX [TX] 

a 
IMATINIB-DRLA [RZ] 

     a 
Imatinib GH [GQ] 

 
 

imatinib 400 mg tablet, 30 

9114Q 

 

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

1 5 .. 3048.66 38.80 
a 

Glivec [AF] 
a 

IMATINIB RBX [RA] 

     a 
Imatinib-Teva [TB] 

 
 

 NILOTINIB 
Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: Initial treatment 

Clinical criteria: 

 The condition must be a primary diagnosis, AND 

 The condition must be in the chronic phase, AND 

 The condition must be expressing the Philadelphia chromosome; OR 

 The condition must have the transcript BCR-ABL tyrosine kinase, AND 

 The treatment must be for first line therapy for this condition, AND 

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

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

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

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

 The treatment must be the sole PBS-subsidised therapy for this condition. 
Applications under this restriction will be limited to provide patients with a maximum of 18 months of therapy with dasatinib, 
imatinib or nilotinib from the date the first application for initial treatment was approved.Patients should be commenced on a 
dose of nilotinib of 300 mg twice daily. Continuing therapy is dependent on patients demonstrating a response to nilotinib 
therapy following the initial 18 months of treatment and at 12 monthly intervals thereafter.Applications for authorisation must 
be in writing and must include:(1) a completed authority prescription form; and(2) a completed Chronic Myeloid Leukaemia - 
Chronic Phase, First Line - Supporting Information form; and(3) a pathology cytogenetic report conducted on peripheral 
blood or bone marrow supporting the diagnosis of chronic myeloid leukaemia to confirm eligibility for treatment, or a 
qualitative PCR report documenting the presence of the BCR-ABL transcript in either peripheral blood or bone marrow; 
and(4) a signed patient acknowledgement formThe following information applies to the prescribing under the 
Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase inhibitors (TKI) agents for the chronic phase of chronic myeloid 
leukaemia. Where the term TKI agent appears in the following notes and restrictions it refers to imatinib mesilate, dasatinib 
or nilotinib. 

Patients are eligible for PBS-subsidised treatment with only one TKI agent at any one time and must not be receiving 
concomitant interferon alfa therapy. Eligible patients may only swap between TKI agents if they have not failed prior PBS-
subsidised treatment with that agent. 
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1. Initial First-line treatment From 1 April 2012, under the PBS, a patient will be able to be prescribed any of imatinib 
mesilate, dasatinib or nilotinib within the initial 18 month treatment period, as long as only one agent is used at a time and 
providing the patient has not failed to respond to any one of these TKIs.During the initial 18 month treatment period, 
switching between approved first-line agents may only occur for reasons of intolerance, not failure to respond 2. Continuing 
First-line treatment - 

Patients must maintain a major cytogenetic response or have a peripheral blood BCR-ABL of less than 1% to receive 
continuing therapy. 

First continuing applications are to be written and must include a pathology report demonstrating the patient has responded 
to the initial course of treatment. 

Second and subsequent authority applications for continuing therapy may be made by telephoning the Department of 
Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

During continuing therapy beyond the initial 18 month treatment period, switching between approved first-line agents may 
only occur for reason ofintolerance. Where there is failure to respond, switching may only occur through application for 
prescription of second-line agents.Where a patient has previously received PBS-subsidised treatment with imatinib mesilate, 
dasatinib or nilotinib no approval will be granted for PBS-subsidised re-treatment in the chronic phase of chronic myeloid 
leukaemia, where that patient has at any time failed to meet the response criteria whilst on that TKI agent. 

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

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

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

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: First continuing treatment 

Clinical criteria: 

 The condition must be in the chronic phase, AND 

 Patient must have received initial PBS-subsidised first line treatment with this drug for this condition; OR 

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

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

 Patient must have demonstrated a major cytogenic response; OR 

 Patient must have demonstrated a peripheral blood level of BCR-ABL of less than 1%, AND 

 The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 
kinase inhibitor for this condition under this restriction, AND 

 The treatment must be the sole PBS-subsidised therapy for this condition. 
First continuing applications for authorisation must be in writing and must include:(1) a completed authority prescription form; 
and(2) demonstration of continued response to treatment as evidenced by either:(a) a major cytogenetic response [see Note 
explaining requirements]; or(b) a peripheral blood level of BCR-ABL of less than 1% on the international scale [see Note 
explaining requirements].Where this has been supplied within the previous 12 months, only the date of the relevant 
pathology report need be provided. 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: Subsequent continuing treatment 

Clinical criteria: 

 The condition must be in the chronic phase, AND 

 Patient must have received the First continuing PBS-subsidised treatment with this drug as a first line therapy for this 
condition; OR 
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 Patient must have experienced intolerance, not a failure to respond, to subsequent continuing PBS-subsidised treatment 
with imatinib as a first line therapy for this condition; OR 

 Patient must have experienced intolerance, not a failure to respond, to subsequent continuing PBS-subsidised treatment 
with dasatinib as a first line therapy for this condition, AND 

 Patient must have maintained a major cytogenic response; OR 

 Patient must have maintained a peripheral blood level of BCR-ABL of less than 1%, AND 

 The treatment must not exceed a total maximum of 24 weeks of therapy with a PBS-subsidised treatment with a tyrosine 
kinase inhibitor for this condition under this restriction, AND 

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

NILOTINIB Capsule 150 mg (as hydrochloride monohydrate), 120 

1309X 

 

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

1 5 .. 4254.95 38.80 
 

Tasigna [NV] 
 

 

 NILOTINIB 
Note Any queries concerning the arrangements to prescribe this drug may be directed to the Department of Human Services on 

1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Written applications for authority to prescribe this drug should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: Initial treatment 

Clinical criteria: 

 The condition must be in the chronic phase; OR 

 The condition must be in the accelerated phase, AND 

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

 Patient must have failed an adequate trial of PBS-subsidised first line treatment with dasatinib for this condition, AND 

 The treatment must be the sole PBS-subsidised therapy for this condition. 
Failure of an adequate trial of imatinib or dasatinib is defined as:(i) Lack of response to initial imatinib or dasatinib therapy, 
defined as either:- failure to achieve a haematological response after a minimum of 3 months therapy with imatinib or 
dasatinib for patients initially treated in chronic phase; or- failure to achieve any cytogenetic response after a minimum of 6 
months therapy with imatinib or dasatinib for patients initially treated in chronic phase as demonstrated on bone marrow 
biopsy by presence of greater than 95% Philadelphia chromosome positive cells; or- failure to achieve a major cytogenetic 
response or a peripheral blood BCR-ABL level of less than 1% after a minimum of 12 months therapy with imatinib or 
dasatinib; OR(ii) Loss of a previously documented major cytogenetic response (demonstrated by the presence of greater 
than 35% Ph positive cells on bone marrow biopsy), during ongoing imatinib or dasatinib therapy; OR(iii) Loss of a 
previously demonstrated molecular response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively 
in value by at least 5 fold to a level of greater than 0.1% confirmed on a subsequent test), during ongoing imatinib or 
dasatinib therapy; OR(iv) Development of accelerated phase in a patient previously prescribed imatinib or dasatinib for the 
chronic phase of chronic myeloid leukaemia. 

Accelerated phase is defined by the presence of 1 or more of the following:(1) Percentage of blasts in the peripheral blood 
or bone marrow greater than or equal to 15% but less than 30%; or(2) Percentage of blasts plus promyelocytes in the 
peripheral blood or bone marrow greater than or equal to 30%, provided that blast count is less than 30%; or(3) Peripheral 
basophils greater than or equal to 20%; or(4) Progressive splenomegaly to a size greater than or equal to 10 cm below the 
left costal margin to be confirmed on 2 occasions at least 4 weeks apart, or a greater than or equal to 50% increase in size 
below the left costal margin over 4 weeks; or(5) Karyotypic evolution (chromosomal abnormalities in addition to a single 
Philadelphia chromosome); OR(v) Disease progression (defined as a greater than or equal to.50% increase in peripheral 
white blood cell count, blast count, basophils or platelets) during first-line imatinib or dasatinib therapy in patients with 
accelerated phase chronic myeloid leukaemia, provided that blast crisis has been excluded on bone marrow biopsy. 

Patients should be commenced on a dose of nilotinib of 400 mg twice daily. Continuing therapy is dependent on patients 
demonstrating a major cytogenetic response to nilotinib therapy or a peripheral blood BCR-ABL level of less than 1% within 
18 months and thereafter at 12 monthly intervals. 

Applications for authorisation must be in writing and must include:(a) a completed authority prescription form; and(b) a 
completed Chronic Myeloid Leukaemia - Second and Third Line - Supporting Information Form; and(c) a signed patient 
acknowledgement; and(d) a bone marrow biopsy pathology report demonstrating the patient has active chronic myeloid 
leukaemia, either manifest as cytogenetic evidence of the Philadelphia chromosome, or RT-PCR level of BCR-ABL 
transcript greater than 0.1% on the international scale. (The date of the relevant pathology report needs to be provided); 
and(e) where there has been a loss of response to imatinib or dasatinib, a copy of the current confirming pathology report(s) 
from an Approved Pathology Authority or details of the dates of assessment in the case of progressive splenomegaly or 
extramedullary involvement. 

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of tyrosine kinase 
inhibitors (TKI) agents for all phases of chronic myeloid leukaemia. Where the term TKI agent appears in the following notes 
and restrictions it refers to dasatinib or nilotinib. Imatinib mesilate is not approved for use in second or third line 
treatment.Patients are eligible for PBS-subsidised treatment with only one of dasatinib or nilotinib at any one time and must 
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not be receiving concomitant interferon alfa therapy. Eligible patients may only swap between these agents if they have not 
failed prior PBS-subsidised treatment with that agent.Nilotinib is not approved for patients in blast crisis.1. Initial second line 
treatmentFrom 1 April 2012, under the PBS, a patient will be able to be prescribed either dasatinib or nilotinib within the 
initial 18 month treatment period as second-line therapy, as long as only one agent is approved at a time and providing the 
patient did not fail that drug as first-line therapy.During the initial 18 month treatment period, switching between approved 
second-line agents may only occur for reasons of intolerance, not failure of response.2. Initial third line treatmentThird-line 
treatment with a TKI can only be approved when imatinib is used for first-line treatment. Patients will only be approved for 
PBS-subsidised treatment with one third-line agent.From 1 April 2012, under the PBS, a patient will be able to be prescribed 
either dasatinib or nilotinib providing the patient did not fail that drug as first or second line therapy and for nilotinib the 
patient is not in blast crisis.3. Continuing treatment for second and third line treatmentAll continuing applications are to be 
written and must include a pathology report demonstrating the patient has responded to PBS-subsidised treatment as 
follows:(i) within 18 months of the commencement of treatment, at which time patients in whom a major cytogenetic 
response or peripheral blood BCR-ABL level of less than 1% has been demonstrated may receive authorisation for a further 
12 months of treatment; and(ii) at no greater than 12 month intervals thereafter, to demonstrate that the major cytogenetic 
response or peripheral blood BCR-ABL level of less than 1% has been sustained.During second line continuing treatment 
beyond the initial 18 month treatment period, switching between approved second line TKI agents may only occur for reason 
of intolerance. Where there is failure of response, switching may only occur through application for prescription of a third line 
agent.4. Authority approval requirements.Response criteria to initial treatment with dasatinib or nilotinib:For the purposes of 
assessing response to PBS-subsidised treatment with dasatinib or nilotinib, either cytogenetic analysis indicating the 
number of Philadelphia positive [t (9;22)] cells in the bone marrow measured by standard karyotyping, or quantitative PCR 
indicating the relative level of BCR-ABL transcript in the peripheral blood using the international scale, must be submitted. 
For bone marrow analyses, where the standard karyotyping is not informative for technical reasons, a cytogenetic analysis 
performed on the bone marrow by the use of fluorescence in situ hybridisation (FISH) with BCR-ABL specific probe must be 
submitted. The cytogenetic or peripheral blood quantitative PCR analyses must be submitted within 18 months of the 
commencement of treatment with dasatinib or nilotinib (patients in whom a major cytogenetic response or peripheral blood 
BCR-ABL level of less than 1% is demonstrable by 18 months are eligible to receive continuing treatment with that agent).5. 
Definitions of response.A major cytogenetic response is defined as less than 35% Philadelphia positive bone marrow cells.A 
peripheral blood BCR-ABL level of less than 1% on the international scale (Blood 108: 28-37, 2006) also indicates a 
response, at least the biological equivalent of a major cytogenetic response.6. Definitions of loss of response.Loss of a 
previously documented major cytogenetic response (demonstrated by the presence of greater than 35% Ph positive cells on 
bone marrow biopsy), during ongoing tyrosine kinase inhibitor (TKI) therapy.Loss of a previously demonstrated molecular 
response (demonstrated by peripheral blood BCR-ABL levels increasing consecutively in value by at least 5 fold to a level of 
greater than 0.1% confirmed on a subsequent test), during ongoing tyrosine kinase inhibitor therapy. 

 

Authority required 

Chronic Myeloid Leukaemia (CML) 

Treatment Phase: Continuing treatment 

Clinical criteria: 

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

 Patient must have demonstrated a major cytogenetic response to nilotinib in the preceding 18 months and thereafter at 
12 monthly intervals; OR 

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

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

NILOTINIB Capsule 200 mg (as hydrochloride monohydrate), 120 

9171Q 

 

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

1 5 .. 5589.01 38.80 
 

Tasigna [NV] 
 

 

 NINTEDANIB 
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 

Idiopathic pulmonary fibrosis 

Treatment Phase: Initial treatment 1 - new patient 

Clinical criteria: 

 The condition must be diagnosed through a multidisciplinary team, AND 

 Patient must have chest high resolution computed tomography (HRCT) consistent with diagnosis of idiopathic pulmonary 
fibrosis within the previous 12 months, AND 

 Patient must have a forced vital capacity (FVC) greater than or equal to 50% predicted for age, gender and height, AND 

 Patient must have a forced expiratory volume in 1 second to forced vital capacity ratio (FEV1/FVC) greater than 0.7, AND 
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 Patient must have diffusing capacity of the lungs for carbon monoxide (DLCO) corrected for haemoglobin equal to or 
greater than 30%, AND 

 Patient must not have interstitial lung disease due to other known causes including domestic and occupational 
environmental exposures, connective tissue disease, or drug toxicity, AND 

 The treatment must be the sole PBS-subsidised treatment for this condition. 
Treatment criteria: 

 Must be treated by a respiratory physician or specialist physician, or in consultation with a respiratory physician or 
specialist physician. 

A multidisciplinary team is defined as comprising of at least a specialist respiratory physician, a radiologist and where 
histological material is considered, a pathologist. If attendance is not possible because of geographical isolation, 
consultation with a multidisciplinary team is required for diagnosis. 

Patient must have not have an acute respiratory infection at the time of FVC testing. 

Applications for authorisation of initial treatment must be in writing and must include: 

a) a completed authority prescription form; and 

b) a completed IPF Authority Application Supporting Information Form; and 

c) a signed patient acknowledgement. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 

Idiopathic pulmonary fibrosis 

Treatment Phase: Initial treatment 2 - change or re-commencement of treatment 

Clinical criteria: 

 Patient must have previously received PBS-subsidised treatment with nintedanib or pirfenidone for this condition, AND 

 The treatment must be the sole PBS-subsidised treatment for this condition. 
Treatment criteria: 

 Must be treated by a respiratory physician or specialist physician, or in consultation with a respiratory physician or 
specialist physician. 

Note Applications for authorisation under this criterion may be made by telephone by contacting the Department of Human 
Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

 

Authority required 

Idiopathic pulmonary fibrosis 

Treatment Phase: Continuing treatment 

Clinical criteria: 

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

 The treatment must be the sole PBS-subsidised treatment for this condition. 
Treatment criteria: 

 Must be treated by a respiratory physician or specialist physician, or in consultation with a respiratory physician or 
specialist physician. 

Note Authority applications for continuing treatment may be made by telephone to the Department of Human Services on 1800 
700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

 

Authority required 

Idiopathic pulmonary fibrosis 

Treatment Phase: Initial treatment 3 - Grandfathering treatment 

Clinical criteria: 

 Patient must have previously received non-PBS-subsidised treatment with this drug for this condition prior to 1 May 2017, 
AND 

 The condition must have been diagnosed through a multidisciplinary team, AND 

 Patient must have had a forced vital capacity (FVC) greater than or equal to 50% predicted for age, gender and height at 
the time treatment with this drug for this condition was initiated, AND 

 Patient must have had a forced expiratory volume in 1 second (FEV1)/FVC ratio greater than 0.7 at the time treatment 
with this drug for this condition was initiated, AND 

 Patient must have had diffusing capacity of the lungs for carbon monoxide (DLCO) corrected for haemoglobin equal to or 
greater than 30% at the time treatment with this drug for this condition was initiated, AND 

 Patient must not have interstitial lung disease due to other known causes including domestic and occupational 
environmental exposures, connective tissue disease, or drug toxicity, AND 

 The treatment must be the sole PBS-subsidised treatment for this condition. 
Treatment criteria: 

 Must be treated by a respiratory physician or specialist physician, or in consultation with a respiratory physician or 
specialist physician. 
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A multidisciplinary team is defined as comprising of at least a specialist respiratory physician, a radiologist and where 
histological material is considered, a pathologist. If attendance is not possible because of geographical isolation, 
consultation with a multidisciplinary team is required for diagnosis. 

Patient must have not have an acute respiratory infection at the time of FVC testing. 

For continuing PBS-subsidised treatment, a Grandfathered patient must qualify under the Continuing treatment criteria. 

A patient may qualify for PBS-subsidised treatment under this restriction once only. 

Applications for authorisation of initial treatment must be in writing and must include: 

a) a completed authority prescription form; and 

b) a completed IPF Authority Application Supporting Information Form; and 

c) a signed patient acknowledgement. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

nintedanib 100 mg capsule, 60 

11100F 

 

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

1 5 .. 1752.64 38.80 
 

Ofev [BY] 
 

 

nintedanib 150 mg capsule, 60 

11106M 

 

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

1 5 .. 3387.12 38.80 
 

Ofev [BY] 
 

 

 PIRFENIDONE 
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 

Idiopathic pulmonary fibrosis 

Treatment Phase: Initial treatment 1 - new patient 

Clinical criteria: 

 The condition must be diagnosed through a multidisciplinary team, AND 

 Patient must have chest high resolution computed tomography (HRCT) consistent with diagnosis of idiopathic pulmonary 
fibrosis within the previous 12 months, AND 

 Patient must have a forced vital capacity (FVC) greater than or equal to 50% predicted for age, gender and height, AND 

 Patient must have a forced expiratory volume in 1 second to forced vital capacity ratio (FEV1/FVC) greater than 0.7, AND 

 Patient must have diffusing capacity of the lungs for carbon monoxide (DLCO) corrected for haemoglobin equal to or 
greater than 30%, AND 

 Patient must not have interstitial lung disease due to other known causes including domestic and occupational 
environmental exposures, connective tissue disease, or drug toxicity, AND 

 The treatment must be the sole PBS-subsidised treatment for this condition. 
Treatment criteria: 

 Must be treated by a respiratory physician or specialist physician, or in consultation with a respiratory physician or 
specialist physician. 

A multidisciplinary team is defined as comprising of at least a specialist respiratory physician, a radiologist and where 
histological material is considered, a pathologist. If attendance is not possible because of geographical isolation, 
consultation with a multidisciplinary team is required for diagnosis. 

Patient must have not have an acute respiratory infection at the time of FVC testing. 

Applications for authorisation of initial treatment must be in writing and must include: 

a) a completed authority prescription form; and 

b) a completed IPF Authority Application Supporting Information Form; and 

c) a signed patient acknowledgement. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

Authority required 
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Idiopathic pulmonary fibrosis 

Treatment Phase: Initial treatment 2 - change or re-commencement of treatment 

Clinical criteria: 

 Patient must have previously received PBS-subsidised treatment with nintedanib or pirfenidone for this condition, AND 

 The treatment must be the sole PBS-subsidised treatment for this condition. 
Treatment criteria: 

 Must be treated by a respiratory physician or specialist physician, or in consultation with a respiratory physician or 
specialist physician. 

Note Applications for authorisation under this criterion may be made by telephone by contacting the Department of Human 
Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

 

Authority required 

Idiopathic pulmonary fibrosis 

Treatment Phase: Continuing treatment 

Clinical criteria: 

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

 The treatment must be the sole PBS-subsidised treatment for this condition. 
Treatment criteria: 

 Must be treated by a respiratory physician or specialist physician, or in consultation with a respiratory physician or 
specialist physician. 

Note Authority applications for continuing treatment may be made by telephone to the Department of Human Services on 1800 
700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

 

Authority required 

Idiopathic pulmonary fibrosis 

Treatment Phase: Initial treatment 3 - Grandfathering treatment 

Clinical criteria: 

 Patient must have previously received non-PBS-subsidised treatment with this drug for this condition prior to 1 July 2017, 
AND 

 The condition must have been diagnosed through a multidisciplinary team, AND 

 Patient must have had a forced vital capacity (FVC) greater than or equal to 50% predicted for age, gender and height at 
the time treatment with this drug for this condition was initiated, AND 

 Patient must have had a forced expiratory volume in 1 second (FEV1)/FVC ratio greater than 0.7 at the time treatment 
with this drug for this condition was initiated, AND 

 Patient must have had diffusing capacity of the lungs for carbon monoxide (DLCO) corrected for haemoglobin equal to or 
greater than 30% at the time treatment with this drug for this condition was initiated, AND 

 Patient must not have interstitial lung disease due to other known causes including domestic and occupational 
environmental exposures, connective tissue disease, or drug toxicity, AND 

 The treatment must be the sole PBS-subsidised treatment for this condition. 
Treatment criteria: 

 Must be treated by a respiratory physician or specialist physician, or in consultation with a respiratory physician or 
specialist physician. 

A multidisciplinary team is defined as comprising of at least a specialist respiratory physician, a radiologist and where 
histological material is considered, a pathologist. If attendance is not possible because of geographical isolation, 
consultation with a multidisciplinary team is required for diagnosis. 

Patient must have not have an acute respiratory infection at the time of FVC testing. 

For continuing PBS-subsidised treatment, a Grandfathered patient must qualify under the continuing treatment criteria or 
change or recommencement of treatment criteria. 

A patient may qualify for PBS-subsidised treatment under this restriction once only. 

Applications for authorisation of initial treatment must be in writing and must include: 

a) a completed authority prescription form; and 

b) a completed IPF Authority Application Supporting Information Form; and 

c) a signed patient acknowledgement. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

 

pirfenidone 267 mg capsule, 270 

11136D 

 

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

1 5 .. 3064.52 38.80 
 

Esbriet [RO] 
 

 

 ROTIGOTINE 
Restricted benefit 
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Parkinson disease 

Clinical criteria: 

 The treatment must be as adjunctive therapy to a levodopa-decarboxylase inhibitor combination. 

rotigotine 8 mg/24 hours patch, 28 

11140H 

 

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

1 5 .. 119.43 38.80 
 

Neupro [UC] 
 

 

 VORINOSTAT 
Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 

270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

Note 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 

Cutaneous T-cell lymphoma 

Treatment Phase: Initial treatment 

Clinical criteria: 

 Patient must have received systemic treatment with chemotherapy, AND 

 Patient must demonstrate relapsed or chemotherapy-refractory disease, AND 

 Patient must be ineligible for stem cell transplant, AND 

 The treatment must be the sole PBS-subsidised therapy for this condition. 
Applications for authorisation of initial treatment must be in writing and must include: 

(a) a completed authority prescription form; and 

(b) a completed cutaneous T-cell lymphoma (CTCL) initial PBS Authority Application - Supporting Information Form. 

vorinostat 100 mg capsule, 120 

11138F 

 

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

1 2 .. 4451.64 38.80 
 

Zolinza [MK] 
 

 

 VORINOSTAT 
Note Authority applications for continuing treatment may be made by telephone to the Department of Human Services on 1800 

700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 

Note 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 

Cutaneous T-cell lymphoma 

Treatment Phase: Continuing treatment 

Clinical criteria: 

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

 Patient must not have progressive disease while receiving PBS-subsidised treatment with this drug for this condition, 
AND 

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

vorinostat 100 mg capsule, 120 

11141J 

 

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

1 1 .. 4451.64 38.80 
 

Zolinza [MK] 
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Highly Specialised Drugs Program 
(Private Hospital) 
 EPOPROSTENOL 

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: Initial 1 (new patients) 

Clinical criteria: 

 Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 

 Patient must have been assessed by a physician at a designated hospital, AND 

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

 Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease, 
AND 

 The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 

(1) a completed authority prescription form; and 

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 

(i) RHC composite assessment; and 

(ii) ECHO composite assessment; and 

(iii) 6 Minute Walk Test (6MWT); and 

(3) a signed patient acknowledgement. 

Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 

(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 

Test requirements to establish baseline for initiation of treatment are as follows: 

The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 

Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 

(1) RHC plus ECHO composite assessments; 

(2) RHC composite assessment plus 6MWT; 

(3) RHC composite assessment only. 

In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 

(1) ECHO composite assessment plus 6MWT; 

(2) ECHO composite assessment only. 

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 

The test results provided must not be more than 2 months old at the time of application. 

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 

A maximum of 5 repeats may be requested. 

The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 

Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
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The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

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

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: Initial 2 (change or re-commencement of therapy for all patients) 

Clinical criteria: 

 Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised therapy with this agent 
after a break in therapy and must have demonstrated a response to their most recent course of PBS-subsidised 
treatment with this agent; OR 

 Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have received prior treatment with a 
PBS-subsidised PAH agent other than this agent; OR 

 Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have failed to respond to a prior PBS-
subsidised PAH agent, AND 

 The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 

(1) a completed authority prescription form; and 

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and 

(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent; and 

(4) for WHO Functional Class III patients, where this is the first application for this agent, assessment details of the PBS-
subsidised PAH agent they have failed to respond to. 

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 

The test results provided must not be more than 2 months old at the time of application. 

Response to a PAH agent is defined as follows: 

For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 

For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 

For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 

For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 

A maximum of 5 repeats may be requested. 

The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 

Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 
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Note Applications for patients who wish to swap to an alternate PAH agent should be accompanied by the previously approved 
authority prescription, or remaining repeats, for the treatment the patient is ceasing. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

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

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: Initial 1 (new patients) or Initial 2 (change or re-commencement of therapy for all patients) or First 
Continuing treatment  - Balance of supply 

Clinical criteria: 

 Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 
maximum of six months of treatment; OR 

 Patient must have received insufficient therapy with this agent under the Initial 2 (change or re-commencement of 
therapy for all patients) restriction to complete a maximum of six months of treatment; OR 

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

 The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 

 The treatment must provide no more than the balance of up to six months treatment available under one of the above 
restrictions. 

Note Applications for authorisation under this criterion may be made by telephone by contacting the Department of Human 
Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: First Continuing treatment 

Clinical criteria: 

 Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 

 Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-
subsidised initial course of treatment, AND 

 The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 

(1) a completed authority prescription form; and 

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 

(i) RHC composite assessment; and 

(ii) ECHO composite assessment; and 

(iii) 6 Minute Walk Test (6MWT). 

Test requirements to establish response to treatment for continuation of treatment are as follows: 

The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 

(1) RHC plus ECHO composite assessments plus 6MWT; 

(2) RHC plus ECHO composite assessments; 

(3) RHC composite assessment plus 6MWT; 

(4) ECHO composite assessment plus 6MWT; 

(5) RHC composite assessment only; 

(6) ECHO composite assessment only. 

The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 

The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 

Response to a PAH agent is defined as follows: 
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For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 

For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 

For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 

For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 

A maximum of 5 repeats will be authorised. 

An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 

Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

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

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: Subsequent Continuing treatment 

Clinical criteria: 

 Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 
OR 

 Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 

 Patient must have been assessed by a physician at a designated hospital, AND 

 The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 

A maximum of 5 repeats will be authorised. 

An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made by telephone by contacting the Department of Human 
Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

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

epoprostenol 1.5 mg injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack 

11082G 

 

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

1 .. .. 77.70 
 

Flolan [GK] 
 

 

epoprostenol 500 microgram injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack 

11069N 

 

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

1 .. .. 43.76 
 

Flolan [GK] 
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Highly Specialised Drugs Program 
(Public Hospital) 
 EPOPROSTENOL 

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: Initial 1 (new patients) 

Clinical criteria: 

 Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND 

 Patient must have been assessed by a physician at a designated hospital, AND 

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

 Patient must have WHO Functional Class IV pulmonary arterial hypertension secondary to connective tissue disease, 
AND 

 The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 

(1) a completed authority prescription form; and 

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 

(i) RHC composite assessment; and 

(ii) ECHO composite assessment; and 

(iii) 6 Minute Walk Test (6MWT); and 

(3) a signed patient acknowledgement. 

Idiopathic pulmonary arterial hypertension, anorexigen-induced pulmonary arterial hypertension, hereditable pulmonary 
arterial hypertension, drug-induced pulmonary arterial hypertension, pulmonary arterial hypertension secondary to 
connective tissue disease including scleroderma, or pulmonary arterial hypertension associated with a congenital systemic-
to-pulmonary shunt (including Eisenmenger's physiology) are defined as follows: 

(i) mean pulmonary artery pressure (mPAP) greater than 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) 
less than 15 mmHg; or 

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP), 
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function. 

Test requirements to establish baseline for initiation of treatment are as follows: 

The first written application for PBS-subsidised treatment with the first PAH agent should be accompanied by the results of a 
right heart catheter (RHC) composite assessment plus an echocardiograph (ECHO) composite assessment, plus a 6 minute 
walk test (6MWT) to establish the patient's baseline measurements. 

Where it is not possible to perform all 3 tests above on clinical grounds, the following list outlines the preferred test 
combination, in descending order, for the purposes of initiation of PBS-subsidised treatment: 

(1) RHC plus ECHO composite assessments; 

(2) RHC composite assessment plus 6MWT; 

(3) RHC composite assessment only. 

In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration 
based on the results of the following test combinations, which are listed in descending order of preference: 

(1) ECHO composite assessment plus 6MWT; 

(2) ECHO composite assessment only. 

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 

The test results provided must not be more than 2 months old at the time of application. 

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 

A maximum of 5 repeats may be requested. 

The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 

Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 
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The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

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

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: Initial 2 (change or re-commencement of therapy for all patients) 

Clinical criteria: 

 Patient must have idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced PAH or hereditable PAH or 
PAH secondary to connective tissue disease and must wish to re-commence PBS-subsidised therapy with this agent 
after a break in therapy and must have demonstrated a response to their most recent course of PBS-subsidised 
treatment with this agent; OR 

 Patient must have WHO Functional Class IV idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have received prior treatment with a 
PBS-subsidised PAH agent other than this agent; OR 

 Patient must have WHO Functional Class III idiopathic pulmonary arterial hypertension (iPAH) or anorexigen-induced 
PAH or hereditable PAH or PAH secondary to connective tissue disease and must have failed to respond to a prior PBS-
subsidised PAH agent, AND 

 The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 

(1) a completed authority prescription form; and 

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form; and 

(3) the results of the patient's response to treatment with their last course of PBS-subsidised PAH agent; and 

(4) for WHO Functional Class III patients, where this is the first application for this agent, assessment details of the PBS-
subsidised PAH agent they have failed to respond to. 

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular 
test(s) could not be conducted must be provided with the authority application. 

The test results provided must not be more than 2 months old at the time of application. 

Response to a PAH agent is defined as follows: 

For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 

For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 

For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 

For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 

A maximum of 5 repeats may be requested. 

The assessment of the patient's response to the initial 6 month course of treatment should be made following the preceding 
5 months of treatment, in order to allow sufficient time for a response to be demonstrated. 

Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions. 
Once these patients are approved initial treatment with 1 of these 8 drugs, they may swap between PAH agents at any time 
without having to re-qualify for treatment with the alternate agent. This means that patients may commence treatment with 
the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease at the time the application 
to swap therapy is submitted. It also means that no new baseline measurements will be necessary. New baselines may be 
submitted where the patient has failed to respond to their current treatment. Eligible patients may only swap between PAH 
agents if they have not failed prior PBS-subsidised treatment with that agent. For eligible patients, applications to swap 
between the 8 PAH agents must be made under the relevant initial treatment restriction. Patients should be assessed for 
response to the treatment they are ceasing at the time the application to swap therapy is being made. Patients who fail to 
demonstrate a response or for whom no assessment results are submitted with the application to swap therapy may not re-
commence PBS-subsidised treatment with the drug they are ceasing. 



 

Highly Specialised Drugs Program (Public Hospital)  31 

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

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

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

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for 
at least 3 months following cessation of therapy. 

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: Initial 1 (new patients) or Initial 2 (change or re-commencement of therapy for all patients) or First 
Continuing treatment  - Balance of supply 

Clinical criteria: 

 Patient must have received insufficient therapy with this agent under the Initial 1 (new patients) restriction to complete a 
maximum of six months of treatment; OR 

 Patient must have received insufficient therapy with this agent under the Initial 2 (change or re-commencement of 
therapy for all patients) restriction to complete a maximum of six months of treatment; OR 

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

 The treatment must be the sole PBS-subsidised PAH agent for this condition, AND 

 The treatment must provide no more than the balance of up to six months treatment available under one of the above 
restrictions. 

Note Applications for authorisation under this criterion may be made by telephone by contacting the Department of Human 
Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

 

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: First Continuing treatment 

Clinical criteria: 

 Patient must have received a PBS-subsidised initial course of treatment with this agent for this condition, AND 

 Patient must have been assessed by a physician from a designated hospital to have achieved a response to the PBS-
subsidised initial course of treatment, AND 

 The treatment must be the sole PBS-subsidised PAH agent for this condition. 
Applications for authorisation must be in writing and must include: 

(1) a completed authority prescription form; and 

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes 
results from the three tests below, where available: 

(i) RHC composite assessment; and 

(ii) ECHO composite assessment; and 

(iii) 6 Minute Walk Test (6MWT). 

Test requirements to establish response to treatment for continuation of treatment are as follows: 

The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment: 

(1) RHC plus ECHO composite assessments plus 6MWT; 

(2) RHC plus ECHO composite assessments; 

(3) RHC composite assessment plus 6MWT; 

(4) ECHO composite assessment plus 6MWT; 

(5) RHC composite assessment only; 

(6) ECHO composite assessment only. 

The results of the same tests as conducted at baseline should be provided with the written First Continuing treatment 
application, except for patients who were able to undergo all 3 tests at baseline, and whose subsequent ECHO and 6MWT 
results demonstrate disease stability or improvement, in which case RHC can be omitted. In all other patients, where the 
same test(s) conducted at baseline cannot be performed for assessment of response on clinical grounds, a patient specific 
reason why the test(s) could not be conducted must be provided with the application. 

The test results provided with the application for continuing treatment must be no more than 2 months old at the time of 
application. 

Response to a PAH agent is defined as follows: 
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For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or 
improvement of disease, as assessed by a physician from a designated hospital. 

For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 

For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result 
demonstrating stability or improvement of disease, as assessed by a physician from a designated hospital. 

For patients aged less than 18 years, response to treatment is defined as at least one of the baseline tests demonstrating 
stability or improvement of disease, as assessed by a physician from a designated hospital. 

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 

A maximum of 5 repeats will be authorised. 

An application for First Continuing treatment with a PAH agent should be made prior to the completion of the Initial 6 month 
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician. 

Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment 
is required must cease PBS-subsidised therapy with this agent. 

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700 
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).  
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Department of Human Services website at www.humanservices.gov.au 
Applications for authority to prescribe should be forwarded to:  
Department of Human Services 
Complex Drugs  
Reply Paid 9826  
HOBART TAS 7001 

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

Authority required 

Pulmonary arterial hypertension (PAH) 

Treatment Phase: Subsequent Continuing treatment 

Clinical criteria: 

 Patient must have received a PBS-subsidised treatment under First Continuing treatment with this agent for this condition; 
OR 

 Patient must have previously received PBS-subsidised treatment under this criteria with this agent for this condition, AND 

 Patient must have been assessed by a physician at a designated hospital, AND 

 The treatment must be the sole PBS-subsidised PAH agent for this condition. 
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage 
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information. 

A maximum of 5 repeats will be authorised. 

An application for Subsequent Continuing treatment with a PAH agents should be made prior to the completion of the First 
Continuing treatment course to ensure continuity of treatment. 

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease 
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted. 

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate, 
ambrisentan, tadalafil, macitentan, and riociguat. 

Note Applications for authorisation under this criterion may be made by telephone by contacting the Department of Human 
Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday). 
Written applications for authorisation under this criterion should be forwarded to: 
Department of Human Services 
Complex Drugs 
Reply Paid 9826 
HOBART TAS 7001 

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

epoprostenol 1.5 mg injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack 

11065J 

 

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

1 .. .. 66.55 
 

Flolan [GK] 
 

 

epoprostenol 500 microgram injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack 

11090Q 

 

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

1 .. .. 33.28 
 

Flolan [GK] 
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Botulinum Toxin Program 
 BOTULINUM TOXIN TYPE A 

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. 
 

Authority required (STREAMLINED) 

6953 
Urinary incontinence 

Clinical criteria: 

 The condition must be due to idiopathic overactive bladder, AND 

 The condition must have been inadequately controlled by therapy involving at least two alternative anti-cholinergic agents, 
AND 

 Patient must experience at least 14 episodes of urinary incontinence per week prior to commencement of treatment with 
botulinum toxin type A neurotoxin complex, AND 

 Patient must be willing and able to self-catheterise, AND 

 The treatment must not continue if the patient does not achieve a 50% or greater reduction from baseline in urinary 
incontinence episodes 6-12 weeks after the first treatment. 

Population criteria: 

 Patient must be aged 18 years or older. 
Treatment criteria: 

 Must be treated by a urologist; OR 

 Must be treated by a gynaecologist. 

botulinum toxin type A 100 units injection, 1 vial 

11004E 

 

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

4 .. .. *1626.07 38.80 
 

Botox [AG] 
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Repatriation Pharmaceutical Benefits 
Scheme 
 LOPERAMIDE 

loperamide hydrochloride 2 mg capsule, 20 

11135C 

 

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

1 .. .. 12.58 6.30 
 

Pharmacy Action Diarrhoea 
Relief [GQ] 

 
 

 SODIUM CHLORIDE + HYPOCHLOROUS ACID + SODIUM HYPOCHLORITE 

sodium chloride 0.022% + hypochlorous acid 0.004% + sodium hypochlorite 0.004% irrigation solution, 250 mL 

11134B 

 

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

‡1 3 .. 30.44 6.30 
 

Microdacyn [TF] 
 

 

 


