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Fees, Patient Contributions and
Safety Net Thresholds

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

Dispensing Fees: Ready-prepared $7.82
Dangerous drug fee $4.84
Extemporaneously-prepared $9.86
Allowable additional patient charge* $4.54
Additional Fees (for safety net prices): Ready-prepared $1.31
Extemporaneously-prepared $1.68
Patient Co-payments: General $42.50
Concessional $6.80
Safety Net Thresholds: General $1457.10
Concessional $244.80
Safety Net Card Issue Fee: $10.65

* The allowable additional patient charge is a discretionary charge to general patients if a pharmaceutical item has a dispensed
price for maximum quantity less than the general patient co-payment. The pharmacist may charge general patients the
allowable additional fee but the fee cannot take the cost of the prescription above the general patient co-payment for the
medicine. This fee does not count towards the Safety Net threshold.




Summary of Changes

These changes to the Schedule of Pharmaceutical Benefits are effective from 1 November 2022. The Schedule is updated on
the first day of each month and is available on the internet at www.pbs.gov.au.

Prescriber Bag

Additions
Addition — Item
131447 MOLNUPIRAVIR, molnupiravir 200 mg capsule, 40 (Lagevrio)

13147Y NIRMATRELVIR (&) RITONAVIR, nirmatrelvir 150 mg tablet [4] (&) ritonavir 100 mg tablet [2], 5 x 6 (Paxlovid)

Deletions
Deletion — Brand
3496B Asmol 2.5 uni-dose, AF — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules

3497C Asmol 5 uni-dose, AF — SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules

Deletion — Equivalence Indicator
3496B Salbutamol Cipla, LR — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules

General Pharmaceutical Benefits

Additions
Addition - Item
13139M AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)

13141P AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)
13150D AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)
13167B AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)
13138L AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)
13146X AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)
13151E AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)
13164W  AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)
13142Q DEXAMETHASONE, dexamethasone 700 microgram implant, 1 (Ozurdex)
13168C DEXAMETHASONE, dexamethasone 700 microgram implant, 1 (Ozurdex)
13148B PHENELZINE, phenelzine 15 mg tablet, 60 (Nardil (Canada))

13158M PYRIDOSTIGMINE, pyridostigmine bromide 180 mg modified release tablet, 30 (Pyridostigmine Bromide
Extended-Release Tablets (Rising))

13134G RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)
13143R RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)
13157L RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)
13166Y RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)
13137K RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)
13149C RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)
13156K RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)
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13165X
13171F

RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)
TEPOTINIB, tepotinib 225 mg tablet, 60 (Tepmetko)

Addition — Brand

12849G
12850H
12869H
12888H
1354G
2478K
9125G
12843Y
12857Q
12860W
12865D
1381Q
2482P
9126H
12866E
12886F
12890K
12903D
1415L
2485T
91273
12842X
12859T
12889J
12902C
1416M
9342Q
9343R
12626M
12634Y
12627N
12658F
11670F
12286P
8508T
8500W
11586T

9449H

11582N

Dasatinib SUN, RA — DASATINIB, dasatinib 20 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 20 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 20 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 20 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 20 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 20 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 20 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 50 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 50 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 50 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 50 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 50 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 50 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 50 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 70 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 70 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 70 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 70 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 70 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 70 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 70 mg tablet, 60

Dasatinib SUN, RA — DASATINIB, dasatinib 100 mg tablet, 30

Dasatinib SUN, RA — DASATINIB, dasatinib 100 mg tablet, 30

Dasatinib SUN, RA — DASATINIB, dasatinib 100 mg tablet, 30

Dasatinib SUN, RA — DASATINIB, dasatinib 100 mg tablet, 30

Dasatinib SUN, RA — DASATINIB, dasatinib 100 mg tablet, 30

Dasatinib SUN, RA — DASATINIB, dasatinib 100 mg tablet, 30

Dasatinib SUN, RA — DASATINIB, dasatinib 100 mg tablet, 30

Lacosamide ARX, XT — LACOSAMIDE, lacosamide 50 mg tablet, 14

Lacosamide ARX, XT — LACOSAMIDE, lacosamide 100 mg tablet, 56

Lacosamide ARX, XT — LACOSAMIDE, lacosamide 150 mg tablet, 56

Lacosamide ARX, XT — LACOSAMIDE, lacosamide 200 mg tablet, 56

Noumed Rabeprazole, VO — RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30
Noumed Rabeprazole, VO — RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30
Noumed Rabeprazole, VO — RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30
Noumed Rabeprazole, VO — RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30

Sitagliptin/Metformin Sandoz, SZ — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 500
mg tablet, 56

Sitagliptin/Metformin Sandoz, SZ — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 500
mg tablet, 56

Sitagliptin/Metformin Sandoz, SZ — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 850
mg tablet, 56




9450J Sitagliptin/Metformin Sandoz, SZ — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 850

mg tablet, 56

11574E Sitagliptin/Metformin Sandoz, SZ — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 1 g
tablet, 56

9451K Sitagliptin/Metformin Sandoz, SZ — SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 1 g
tablet, 56

3130R Vancomycin Viatris, AL — VANCOMY CIN, vancomycin 500 mg injection, 1 vial
3131T Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 500 mg injection, 1 vial
3323X Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 500 mg injection, 1 vial
2269K Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 1 g injection, 1 vial
2270L Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 1 g injection, 1 vial
5083M Vancomycin Viatris, AL — VANCOMYCIN, vancomycin 1 g injection, 1 vial

Addition — Equivalence Indicator
2608G Mestinon Timespan, IL — PYRIDOSTIGMINE, pyridostigmine bromide 180 mg modified release tablet, 50

3130R Vancomycin Alphapharm, AF — VANCOMYCIN, vancomycin 500 mg injection, 1 vial

3131T Vancomycin Alphapharm, AF — VANCOMYCIN, vancomycin 500 mg injection, 1 vial

3323X Vancomycin Alphapharm, AF — VANCOMYCIN, vancomycin 500 mg injection, 1 vial

2269K Vancomycin Alphapharm, AF — VANCOMYCIN, vancomycin 1 g injection, 1 vial

2270L Vancomycin Alphapharm, AF — VANCOMYCIN, vancomycin 1 g injection, 1 vial

5083M Vancomycin Alphapharm, AF — VANCOMYCIN, vancomycin 1 g injection, 1 vial

Addition — Note

2608G PYRIDOSTIGMINE, pyridostigmine bromide 180 mg modified release tablet, 50 (Mestinon Timespan)

Deletions
Deletion — Item

10605E FLUCLOXACILLIN, flucloxacillin 1 g injection, 10 vials (Flubiclox)
10609J FLUCLOXACILLIN, flucloxacillin 1 g injection, 10 vials (Flubiclox)

10375C TRIGLYCERIDES MEDIUM CHAIN FORMULA, triglycerides medium chain formula oral liquid, 8 x 500 mL
pouches (Nutrini Peptisorb)

Deletion — Brand
1886G Alphamox 125, AF — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL

3302T Alphamox 125, AF — AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL
1887H Alphamox 250, AF — AMOXICILLIN, amoxicillin 250 mg/5 mL powder for oral liquid, 100 mL
3393N Alphamox 250, AF — AMOXICILLIN, amoxicillin 250 mg/5 mL powder for oral liquid, 100 mL
8889W Candesartan GH, GQ — CANDESARTAN, candesartan cilexetil 32 mg tablet, 30

8092X Ezovir, AF — FAMCICLOVIR, famciclovir 125 mg tablet, 40

2274Q Ezovir, AF — FAMCICLOVIR, famciclovir 250 mg tablet, 20

8002E Famciclovir generichealth 250, GQ — FAMCICLOVIR, famciclovir 250 mg tablet, 21

8217L Famciclovir generichealth 250, GQ — FAMCICLOVIR, famciclovir 250 mg tablet, 56

8896F Famciclovir generichealth 500, GQ — FAMCICLOVIR, famciclovir 500 mg tablet, 56

3439B METEX XR 1000, RW — METFORMIN, metformin hydrochloride 1 g modified release tablet, 60
1897W Mobilis 10, AF — PIROXICAM, piroxicam 10 mg capsule, 50

5203W Mobilis 10, AF — PIROXICAM, piroxicam 10 mg capsule, 50

1898X Mobilis 20, AF — PIROXICAM, piroxicam 20 mg capsule, 25

5204X Mobilis 20, AF — PIROXICAM, piroxicam 20 mg capsule, 25

1896T Mobilis D-20, AF — PIROXICAM, piroxicam 20 mg dispersible tablet, 25

5202T Mobilis D-20, AF — PIROXICAM, piroxicam 20 mg dispersible tablet, 25
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3418X Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 375 microgram modified
release tablet, 30

3419Y Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 750 microgram modified
release tablet, 30

3420B Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 1.5 mg modified release
tablet, 30

5143Q Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 2.25 mg modified release
tablet, 30

3421C Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 3 mg modified release
tablet, 30

5145T Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 3.75 mg modified release
tablet, 30

3422D Pramipexole XR GP, AF — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 4.5 mg modified release
tablet, 30

11993F Rulide, SW — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

5261X Rulide, SW — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

8016X Rulide, SW — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

2000G Asmol 2.5 uni-dose, AF — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
2001H Asmol 5 uni-dose, AF — SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
8648E Pacrolim, AF — TACROLIMUS, tacrolimus 5 mg capsule, 50

Deletion — Equivalence Indicator
1525G Flucil, AS — FLUCLOXACILLIN, flucloxacillin 1 g injection, 5 vials

5095E Flucil, AS — FLUCLOXACILLIN, flucloxacillin 1 g injection, 5 vials
1898X APO-Piroxicam, TX — PIROXICAM, piroxicam 20 mg capsule, 25
5204X APO-Piroxicam, TX — PIROXICAM, piroxicam 20 mg capsule, 25
1896T Feldene-D, PF — PIROXICAM, piroxicam 20 mg dispersible tablet, 25
5202T Feldene-D, PF — PIROXICAM, piroxicam 20 mg dispersible tablet, 25

Deletion — Note
11876C ABEMACICLIB, abemaciclib 50 mg tablet, 56 (Verzenio)

11871T ABEMACICLIB, abemaciclib 100 mg tablet, 56 (Verzenio)

11868P ABEMACICLIB, abemaciclib 150 mg tablet, 56 (Verzenio)

1526H FLUCLOXACILLIN, flucloxacillin 250 mg capsule, 24 (APO-Flucloxacillin, Flopen, Staphylex 250)
5090X FLUCLOXACILLIN, flucloxacillin 250 mg capsule, 24 (APO-Flucloxacillin, Flopen, Staphylex 250)
1525G FLUCLOXACILLIN, flucloxacillin 1 g injection, 5 vials (Flucil)

5095E FLUCLOXACILLIN, flucloxacillin 1 g injection, 5 vials (Flucil)

2236Q SERTRALINE, sertraline 50 mg tablet, 30 (APO-Sertraline, Eleva 50, NOUMED SERTRALINE, Sertra 50,
Sertraline AN, Sertraline Sandoz, Sertraline generichealth, Setrona, Zoloft)

8836C SERTRALINE, sertraline 50 mg tablet, 30 (APO-Sertraline, Eleva 50, NOUMED SERTRALINE, Sertra 50,
Sertraline AN, Sertraline Sandoz, Sertraline generichealth, Zoloft)

2237R SERTRALINE, sertraline 100 mg tablet, 30 (APO-Sertraline, Eleva 100, NOUMED SERTRALINE, Sertra 100,
Sertraline AN, Sertraline Sandoz, Sertraline generichealth, Setrona, Zoloft)

8837D SERTRALINE, sertraline 100 mg tablet, 30 (APO-Sertraline, Eleva 100, NOUMED SERTRALINE, Sertra 100,
Sertraline AN, Sertraline Sandoz, Sertraline generichealth, Zoloft)

5297T TRIPTORELIN, triptorelin 22.5 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack (Diphereline)
12664M USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara)

Deletion — Restriction
11876C ABEMACICLIB, abemaciclib 50 mg tablet, 56 (Verzenio)

11871T ABEMACICLIB, abemaciclib 100 mg tablet, 56 (Verzenio)
11868P ABEMACICLIB, abemaciclib 150 mg tablet, 56 (Verzenio)




5297T TRIPTORELIN, triptorelin 22.5 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack (Diphereline)

12664M USTEKINUMAB, ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial (Stelara)

Alterations

Alteration — Note

12132M AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)

12141B AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)

12152N AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)

12153P AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)

10505X AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)

11991D AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)

12131L AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)

2168D AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)

12667Q BROLUCIZUMAB, brolucizumab 6 mg/0.05 mL intraocular injection, 0.05 mL syringe (Beovu)

10943Y DEXAMETHASONE, dexamethasone 700 microgram implant, 1 (Ozurdex)

11469P DEXAMETHASONE, dexamethasone 700 microgram implant, 1 (Ozurdex)

10865W FOLLITROPIN ALFA, follitropin alfa 75 units (5.5 microgram)/0.125 mL injection, 5 x 0.125 mL pen devices
(Bemfola)

10877L FOLLITROPIN ALFA, follitropin alfa 150 units (11 microgram)/0.25 mL injection, 5 x 0.25 mL pen devices
(Bemfola)

10876K FOLLITROPIN ALFA, follitropin alfa 225 units (16.5 microgram)/0.375 mL injection, 5 x 0.375 mL pen devices
(Bemfola)

12769C FOLLITROPIN ALFA, follitropin alfa 300 units (22 microgram)/0.5 mL injection, 0.5 mL cartridge (Ovaleap)

8713N FOLLITROPIN ALFA, follitropin alfa 300 units (21.84 microgram)/0.5 mL injection, 0.5 mL pen device (Gonal-f Pen)

12808D FOLLITROPIN ALFA, follitropin alfa 450 units (33 microgram)/0.75 mL injection, 0.75 mL cartridge (Ovaleap)

8714P FOL)LITROPIN ALFA, follitropin alfa 450 units (32.76 microgram)/0.75 mL injection, 0.75 mL pen device (Gonal-f
Pen

12778M FOLLITROPIN ALFA, follitropin alfa 900 units (66 microgram)/1.5 mL injection, 1.5 mL cartridge (Ovaleap)

8715Q FOLLITROPIN ALFA, follitropin alfa 900 units (65.52 microgram)/1.5 mL injection, 1.5 mL pen device (Gonal-f Pen)

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

12967L NINTEDANIB, nintedanib 100 mg capsule, 60 (Ofev)

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

12953R NINTEDANIB, nintedanib 150 mg capsule, 60 (Ofev)

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

11406H PIRFENIDONE, pirfenidone 267 mg tablet, 90 (Esbriet)

10138N RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)

10374B RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)

11480F RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)

11975G RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)

10373Y RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)

11471R RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)

11981N RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)

1382R RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)

Alteration — Restriction

12132M AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)

12141B AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)

12152N AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)
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12153P AFLIBERCEPT, aflibercept 3.6 mg/0.09 mL injection, 0.09 mL syringe (Eylea)

10505X AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)

11991D AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)

12131L AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)

2168D AFLIBERCEPT, aflibercept 4 mg/0.1 mL injection, 0.1 mL vial (Eylea)

12667Q BROLUCIZUMAB, brolucizumab 6 mg/0.05 mL intraocular injection, 0.05 mL syringe (Beovu)
10943Y DEXAMETHASONE, dexamethasone 700 microgram implant, 1 (Ozurdex)

11469P DEXAMETHASONE, dexamethasone 700 microgram implant, 1 (Ozurdex)

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

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

12967L NINTEDANIB, nintedanib 100 mg capsule, 60 (Ofev)

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

12953R NINTEDANIB, nintedanib 150 mg capsule, 60 (Ofev)

12996B NIRMATRELVIR (&) RITONAVIR, nirmatrelvir 150 mg tablet [4] (&) ritonavir 100 mg tablet [2], 5 x 6 (Paxlovid)
11136D PIRFENIDONE, pirfenidone 267 mg capsule, 270 (Esbriet)

11406H PIRFENIDONE, pirfenidone 267 mg tablet, 90 (Esbriet)

11410M  PIRFENIDONE, pirfenidone 801 mg tablet, 90 (Esbriet)

10138N RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)
10374B RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)
11480F RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)
11975G RANIBIZUMAB, ranibizumab 1.65 mg/0.165 mL injection, 0.165 mL syringe (Lucentis)
10373Y RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)
11471R RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)
11981N RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)

1382R RANIBIZUMAB, ranibizumab 2.3 mg/0.23 mL injection, 0.23 mL vial (Lucentis)

Alteration — Manufacturer Code
From To
11273H DuoResp Spiromax — BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide AF EV
200 microgram/actuation + formoterol (eformoterol) fumarate dihydrate 6
microgram/actuation powder for inhalation, 120 actuations

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

12093L DuoResp Spiromax — BUDESONIDE + FORMOTEROL (EFORMOTEROL), budesonide AF EV
200 microgram/actuation + formoterol (eformoterol) fumarate dihydrate 6
microgram/actuation powder for inhalation, 120 actuations

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

11753N Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
11762C Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
11769K Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
11775R Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
11780B Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
11781C Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
11784F Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
11787J Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B

11880G Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B




5443L Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B

9111M Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ TB
9113P Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ TB
9115R Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ TB
9123E Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ TB
9172R Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
9174W Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
9176Y Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
9178C Imatinib-Teva — IMATINIB, imatinib 100 mg tablet, 60 SZ B
11752M Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ TB
11758W Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ TB
11765F Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ TB
11778X Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ TB
11785G Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
11786H Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
11788K Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
11789L Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
11878E Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
5444M Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
9112N Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
9114Q Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
9116T Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
9124F Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
9173T Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
9175X Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
9177B Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
9179D Imatinib-Teva — IMATINIB, imatinib 400 mg tablet, 30 SZ B
9202H Tevatiapine XR — QUETIAPINE, quetiapine 50 mg modified release tablet, 60 Sz TB
5458G Tevatiapine XR — QUETIAPINE, quetiapine 150 mg modified release tablet, 60 Sz TB
9203J Tevatiapine XR — QUETIAPINE, quetiapine 200 mg modified release tablet, 60 Sz TB
9204K Tevatiapine XR — QUETIAPINE, quetiapine 300 mg modified release tablet, 60 Sz TB
9205L Tevatiapine XR — QUETIAPINE, quetiapine 400 mg modified release tablet, 60 Sz TB
11892X Braltus — TIOTROPIUM, tiotropium 13 microgram powder for inhalation, 30 capsules AF TB
Supply Only

From 1 November 2020 when a product is deleted from the Schedule it may now be available under new Supply Only rules.
Supply Only items/brands are available on the Schedule for dispensing but not for prescribing, usually for a period of up to
12 months from when it is deleted.

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

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

Supply Only Commencing 1 November 2022
11444H  MEDIUM CHAIN TRIGLYCERIDES, medium chain triglycerides oral liquid, 15 x 225 mL bottles (Betaquik)

12239E  PHENELZINE, phenelzine 15 mg tablet, 60 (Phenelzine sulfate USP (Generic Health))
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Advance Notices
1 December 2022
Deletion — Brand

13034B
13037E
10410X

2977Q
3314K
5479J
9326W
8382E
1011F
1012G
1013H
11139G
1757L
1463B
8403G

8968B

9332E

1566K
12671X
3062E
12572Q
12573R
12594W
11883K
1952R
8899J

8378Y
8379B
8380C
8381D
8819E
8820F
8821G
9361Q
9362R

Orencia Clickject (Germany), DZ — ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL pen devices
Orencia Clickject (Germany), DZ — ABATACEPT, abatacept 125 mg/mL injection, 4 x 1 mL pen devices

PKU Air 15, VF — AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT PHENYLALANINE,
amino acid formula with vitamins and minerals without phenylalanine oral liquid, 30 x 130 mL pouches

Ampicyn, AF — AMPICILLIN, ampicillin 1 g injection, 5 vials

Ampicyn, AF — AMPICILLIN, ampicillin 1 g injection, 5 vials

Cephazolin Alphapharm, AF — CEFAZOLIN, cefazolin 2 g injection, 1 vial

Cephazolin Alphapharm, AF — CEFAZOLIN, cefazolin 2 g injection, 1 vial

Diasp SR, RW — DIPYRIDAMOLE + ASPIRIN, dipyridamole 200 mg + aspirin 25 mg modified release capsule, 60
Deptran 10, AF — DOXEPIN, doxepin 10 mg capsule, 50

Deptran 50, AF — DOXEPIN, doxepin 50 mg tablet, 50

Deptran 25, AF — DOXEPIN, doxepin 25 mg capsule, 50

Fluconazole Alphapharm, AF — FLUCONAZOLE, fluconazole 200 mg/100 mL injection, 100 mL bag
Fluconazole Alphapharm, AF — FLUCONAZOLE, fluconazole 400 mg/200 mL injection, 200 mL bag
Pfizer Australia Pty Ltd, PF — HEPARIN, heparin sodium 5000 units/5 mL injection, 50 x 5 mL ampoules

Rebif 44, SG — INTERFERON BETA-1A, interferon beta-1a 12 million units (44 microgram)/0.5 mL injection, 12 x
0.5 mL syringes

Rebif 44, SG — INTERFERON BETA-1A, interferon beta-1a 12 million units (44 microgram)/0.5 mL injection, 12 x
0.5 mL pen devices

Rebif 44, SG — INTERFERON BETA-1A, interferon beta-1a 36 million units (132 microgram)/1.5 mL injection, 4 x
1.5 mL cartridges

Trandate, AS — LABETALOL, labetalol hydrochloride 100 mg tablet, 100

Nitrofurantoin Capsules, USP, (Macrocrystals), DZ — NITROFURANTOIN, nitrofurantoin 50 mg capsule, 100
Barbloc 5, AF — PINDOLOL, pindolol 5 mg tablet, 100

PRED FORTE, AG — PREDNISOLONE ACETATE, prednisolone acetate 1% eye drops, 10 mL

PRED FORTE, AG — PREDNISOLONE ACETATE, prednisolone acetate 1% eye drops, 10 mL

PRED FORTE, AG — PREDNISOLONE ACETATE, prednisolone acetate 1% eye drops, 10 mL
APO-Primidone, LM — PRIMIDONE, primidone 250 mg tablet, 100

Rasalect, TI — RASAGILINE, rasagiline 1 mg tablet, 30

Acris Combi, AF — RISEDRONATE (&) CALCIUM CARBONATE, risedronate sodium 35 mg tablet [4] (&) calcium
(as carbonate) 500 mg tablet [24], 28

Temizole 5, AL - TEMOZOLOMIDE, temozolomide 5 mg capsule, 5

Temozolomide Alphapharm, AF — TEMOZOLOMIDE, temozolomide 20 mg capsule, 5
Temozolomide Alphapharm, AF — TEMOZOLOMIDE, temozolomide 100 mg capsule, 5
Temozolomide Alphapharm, AF — TEMOZOLOMIDE, temozolomide 250 mg capsule, 5
Temizole 5, AL - TEMOZOLOMIDE, temozolomide 5 mg capsule, 5

Temozolomide Alphapharm, AF — TEMOZOLOMIDE, temozolomide 20 mg capsule, 5
Temozolomide Alphapharm, AF — TEMOZOLOMIDE, temozolomide 100 mg capsule, 5
Temozolomide Alphapharm, AF — TEMOZOLOMIDE, temozolomide 140 mg capsule, 5
Temozolomide Alphapharm, AF — TEMOZOLOMIDE, temozolomide 140 mg capsule, 5

1 January 2023
Deletion — Brand

11562M

Segluromet 7.5/500, MK — ERTUGLIFLOZIN + METFORMIN, ertugliflozin 7.5 mg + metformin hydrochloride 500
mg tablet, 56




11563N Segluromet 7.5/1000, MK — ERTUGLIFLOZIN + METFORMIN, ertuglifiozin 7.5 mg + metformin hydrochloride 1 g
tablet, 56

11564P Segluromet 2.5/1000, MK — ERTUGLIFLOZIN + METFORMIN, ertugliflozin 2.5 mg + metformin hydrochloride 1 g
tablet, 56

11568W Segluromet 7.5/500, MK — ERTUGLIFLOZIN + METFORMIN, ertugliflozin 7.5 mg + metformin hydrochloride 500
mg tablet, 56

11569X Segluromet 7.5/1000, MK — ERTUGLIFLOZIN + METFORMIN, ertuglifiozin 7.5 mg + metformin hydrochloride 1 g
tablet, 56

11575F Segluromet 2.5/500, MK — ERTUGLIFLOZIN + METFORMIN, ertugliflozin 2.5 mg + metformin hydrochloride 500
mg tablet, 56

11581M Segluromet 2.5/1000, MK — ERTUGLIFLOZIN + METFORMIN, ertugliflozin 2.5 mg + metformin hydrochloride 1 g
tablet, 56

11584Q Segluromet 2.5/500, MK — ERTUGLIFLOZIN + METFORMIN, ertugliflozin 2.5 mg + metformin hydrochloride 500
mg tablet, 56

1 April 2023

Deletion — Brand

9299K Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 4 mg modified release tablet, 14

9406C Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 8 mg modified release tablet, 14

9407D Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 16 mg modified release tablet, 14

9408E Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 32 mg modified release tablet, 14

9409F Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 64 mg modified release tablet, 14

1 August 2023
Deletion — Brand

2418G
1358L
1500Y

Amitriptyline Alphapharm 25, MQ — AMITRIPTYLINE, amitriptyline hydrochloride 25 mg tablet, 50
Dosulepin Mylan, MQ — DOSULEPIN (DOTHIEPIN), dosulepin (dothiepin) hydrochloride 75 mg tablet, 30
Hydrocortisone Mylan 20, MQ — HYDROCORTISONE, hydrocortisone 20 mg tablet, 60

Palliative Care

Advance Notices
1 April 2023
Deletion — Brand

12473L
12482Y
12496Q
12535R
12543E

Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 16 mg modified release tablet, 14
Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 8 mg modified release tablet, 14
Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 4 mg modified release tablet, 14
Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 64 mg modified release tablet, 14
Jurnista, JC — HYDROMORPHONE, hydromorphone hydrochloride 32 mg modified release tablet, 14

Highly Specialised Drugs Program (Private Hospital)

Additions
Addition — Item

13163T
13136J
13154H

BUROSUMAB, burosumab 10 mg/mL injection, 1 mL vial (Crysvita)
BUROSUMAB, burosumab 20 mg/mL injection, 1 mL vial (Crysvita)
BUROSUMAB, burosumab 30 mg/mL injection, 1 mL vial (Crysvita)

Addition — Brand

12668R
12661J

Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 3 mg capsule, 14
Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 4 mg capsule, 14

Addition — Caution

2798G

LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Revlimid)
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Deletions
Deletion — Brand

6217F

Pacrolim, AF — TACROLIMUS, tacrolimus 5 mg capsule, 50

Alterations
Alteration — Note

6363X

PEGFILGRASTIM, pedfilgrastim 6 mg/0.6 mL injection, 0.6 mL syringe (Pelgraz, Ristempa, Ziextenzo)

Alteration — Caution

2796E

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Revlimid)

Highly Specialised Drugs Program (Public Hospital)

Additions
Addition = Iltem

13140N
13145W
13155J

BUROSUMARB, burosumab 10 mg/mL injection, 1 mL vial (Crysvita)
BUROSUMAB, burosumab 20 mg/mL injection, 1 mL vial (Crysvita)
BUROSUMAB, burosumab 30 mg/mL injection, 1 mL vial (Crysvita)

Addition — Brand

12666P
12665N

Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 3 mg capsule, 14
Pomalidomide Sandoz, SZ - POMALIDOMIDE, pomalidomide 4 mg capsule, 14

Addition — Caution

2799H

LENALIDOMIDE, lenalidomide 5 mg capsule, 21 (Revlimid)

Deletions
Deletion — Brand

9561F

Pacrolim, AF — TACROLIMUS, tacrolimus 5 mg capsule, 50

Alterations
Alteration — Note

9514R

PEGFILGRASTIM, pedfilgrastim 6 mg/0.6 mL injection, 0.6 mL syringe (Pelgraz, Ristempa, Ziextenzo)

Alteration — Caution

2802L

LENALIDOMIDE, lenalidomide 10 mg capsule, 21 (Revlimid)

Highly Specialised Drugs Program (Community Access)

Deletions
Deletion — ltem

11246X

ABACAVIR + LAMIVUDINE, abacavir 600 mg + lamivudine 300 mg tablet, 30 (Abacavir/Lamivudine GH 600/300)

Deletion — Note

10357D

ABACAVIR + LAMIVUDINE, abacavir 600 mg + lamivudine 300 mg tablet, 30 (ABACAVIR/LAMIVUDINE 600/300
SUN, Abacavir/Lamivudine Mylan, Kivexa)

Growth Hormone Program

Additions
Addition — Note

10891F

10456H

10479M

10480N

10453E

SOMATROPIN, somatropin 400 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 600 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 800 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)
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10488B SOMATROPIN, somatropin 1.4 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

10454F SOMATROPIN, somatropin 1.6 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

10500P SOMATROPIN, somatropin 1.8 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

10428W  SOMATROPIN, somatropin 2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

10482Q SOMATROPIN, somatropin 6 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

10487Y SOMATROPIN, somatropin 12 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

10476J SOMATROPIN, somatropin 24 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

10443P SOMATROPIN, somatropin 5 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber
pen device (Genotropin GoQuick)

10431B SOMATROPIN, somatropin 12 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual
chamber pen device (Genotropin GoQuick)

10427T SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Scitropin A)

10432C SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)

10507B SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 5)

10462P SOMATROPIN, somatropin 6 mg/1.03 mL injection, 1.03 mL cartridge (Saizen)

10441M SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (SciTropin A)

10451C SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)

10478L SOMATROPIN, somatropin 10 mg/2 mL injection, 2 mL cartridge (NutropinAq)

10506Y SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 10)

10483R SOMATROPIN, somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge (Saizen)

10449Y SOMATROPIN, somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)

10490D SOMATROPIN, somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 15)

10497L SOMATROPIN, somatropin 20 mg/2.5 mL injection, 2.5 mL cartridge (Saizen)

Alterations

Alteration — Restriction

10891F SOMATROPIN, somatropin 400 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

10902T SOMATROPIN, somatropin 400 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

10908D SOMATROPIN, somatropin 400 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

10456H SOMATROPIN, somatropin 600 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

10477K SOMATROPIN, somatropin 600 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

9628R SOMATROPIN, somatropin 600 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

10463Q SOMATROPIN, somatropin 800 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

10479M SOMATROPIN, somatropin 800 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7
dual chamber syringes (Genotropin MiniQuick)

6313G SOMATROPIN, somatropin 800 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7

dual chamber syringes (Genotropin MiniQuick)
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10430Y

10480N

6314H

10453E

104573

6315J

10434E

10488B

6316K

10454F

10498M

6317L

10500P

10501Q

6318M

10428wW

10472E

6319N

10429X

10482Q

6169Q

10461N

10487Y

6170R

10476J

10502R

6345Y

SOMATROPIN, somatropin 1 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.4 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.4 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.4 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.6 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.6 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.6 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.8 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.8 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 1.8 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual
chamber syringes (Genotropin MiniQuick)

SOMATROPIN, somatropin 6 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

SOMATROPIN, somatropin 6 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

SOMATROPIN, somatropin 6 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

SOMATROPIN, somatropin 12 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

SOMATROPIN, somatropin 12 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

SOMATROPIN, somatropin 12 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

SOMATROPIN, somatropin 24 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

SOMATROPIN, somatropin 24 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)

SOMATROPIN, somatropin 24 mg injection [1 cartridge] (&) inert substance diluent [3.15 mL syringe], 1 pack
(Humatrope)
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10435F SOMATROPIN, somatropin 5 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber
pen device (Genotropin GoQuick)

10443P SOMATROPIN, somatropin 5 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber
pen device (Genotropin GoQuick)

9585L SOMATROPIN, somatropin 5 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber
pen device (Genotropin GoQuick)

10426R SOMATROPIN, somatropin 12 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual
chamber pen device (Genotropin GoQuick)

10431B SOMATROPIN, somatropin 12 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual
chamber pen device (Genotropin GoQuick)

9586M SOMATROPIN, somatropin 12 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual
chamber pen device (Genotropin GoQuick)

10427T SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Scitropin A)

10432C SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)
10467X SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)
10484T SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Scitropin A)

10507B SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 5)
10512G SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 5)
10518N SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 5)
5818F SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)
6476W SOMATROPIN, somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge (Scitropin A)

10458K SOMATROPIN, somatropin 6 mg/1.03 mL injection, 1.03 mL cartridge (Saizen)

10462P SOMATROPIN, somatropin 6 mg/1.03 mL injection, 1.03 mL cartridge (Saizen)

5822K SOMATROPIN, somatropin 6 mg/1.03 mL injection, 1.03 mL cartridge (Saizen)

10438J SOMATROPIN, somatropin 10 mg/2 mL injection, 2 mL cartridge (NutropinAq)

10441M SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (SciTropin A)

10451C SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)
10478L SOMATROPIN, somatropin 10 mg/2 mL injection, 2 mL cartridge (NutropinAq)

10481P SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (SciTropin A)

10496K SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)
10506Y SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 10)
10514J SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 10)
10519P SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 10)
5819G SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)
6311E SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (SciTropin A)

9604L SOMATROPIN, somatropin 10 mg/2 mL injection, 2 mL cartridge (NutropinAq)

10483R SOMATROPIN, somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge (Saizen)

10495J SOMATROPIN, somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge (Saizen)

5824M SOMATROPIN, somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge (Saizen)

10446T SOMATROPIN, somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 15)
10449Y SOMATROPIN, somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)
10485W  SOMATROPIN, somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 15)
10489C SOMATROPIN, somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)
10490D SOMATROPIN, somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge (Omnitrope Surepal 15)
5820H SOMATROPIN, somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge (Norditropin FlexPro)
10442N SOMATROPIN, somatropin 20 mg/2.5 mL injection, 2.5 mL cartridge (Saizen)
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10497L

SOMATROPIN, somatropin 20 mg/2.5 mL injection, 2.5 mL cartridge (Saizen)

3388H SOMATROPIN, somatropin 20 mg/2.5 mL injection, 2.5 mL cartridge (Saizen)

IVF Program

Additions

Addition — Note

9599F CETRORELIX, cetrorelix 250 microgram injection [1 vial] (&) inert substance diluent [1 mL syringe], 1 pack
(Cetrotide)

6182J CHORIOGONADOTROPIN ALFA, choriogonadotropin alfa 250 microgram/0.5 mL injection, 0.5 mL pen device
(Ovidrel)

5816D CORIFOLLITROPIN ALFA, corifollitropin alfa 100 microgram/0.5 mL injection, 0.5 mL syringe (Elonva)

5817E CORIFOLLITROPIN ALFA, corifollitropin alfa 150 microgram/0.5 mL injection, 0.5 mL syringe (Elonva)

11667C FOLLITROPIN ALFA + LUTROPIN ALFA, follitropin alfa 900 units (65.52 microgram)/1.44 mL + lutropin alfa 450
units/1.44 mL injection, 1.44 mL pen device (Pergoveris)

6335K FOLLITROPIN BETA, follitropin beta 300 units/0.36 mL injection, 0.36 mL cartridge (Puregon 300 1U/0.36 mL)

6336L FOLLITROPIN BETA, follitropin beta 600 units/0.72 mL injection, 0.72 mL cartridge (Puregon 600 1U/0.72 mL)

6464F FOLLITROPIN BETA, follitropin beta 900 units/1.08 mL injection, 1.08 mL cartridge (Puregon 900 1U/1.08 mL)

11430N FOLLITROPIN DELTA, follitropin delta 12 microgram/0.36 mL injection, 0.36 mL pen device (Rekovelle)

11431P FOLLITROPIN DELTA, follitropin delta 36 microgram/1.08 mL injection, 1.08 mL pen device (Rekovelle)

11414R FOLLITROPIN DELTA, follitropin delta 72 microgram/2.16 mL injection, 2.16 mL pen device (Rekovelle)

9583J GANIRELIX, ganirelix 250 microgram/0.5 mL injection, 0.5 mL syringe (GANIRELIX SUN, Orgalutran)

9584K GANIRELIX, ganirelix 250 microgram/0.5 mL injection, 5 x 0.5 mL syringes (GANIRELIX SUN, Orgalutran)

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

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

2036E HUMAN MENOPAUSAL GONADOTROPHIN, human menopausal gonadotrophin 600 units injection [1 vial] (&)
inert substance diluent [1 mL syringe], 1 pack (Menopur 600)

2038G HUMAN MENOPAUSAL GONADOTROPHIN, human menopausal gonadotrophin 1200 units injection [1 vial] (&)
inert substance diluent [2 x 1 mL syringes], 1 pack (Menopur 1200)

10465T LUTROPIN ALFA, lutropin alfa 75 units injection [1 vial] (&) inert substance diluent [1 mL vial], 1 pack (Luveris)

5815C NAFARELIN, nafarelin 200 microgram/actuation nasal spray, 60 actuations (Synarel)

10930G PROGESTERONE, progesterone 200 mg pessary, 42 (Utrogestan)

6366C PROGESTERONE, progesterone 8% vaginal gel, 15 applications (Crinone 8%)

9608Q PROGESTERONE, progesterone 100 mg pessary, 15 (Oripro)

9609R PROGESTERONE, progesterone 200 mg pessary, 15 (Oripro)

10116K PROGESTERONE, progesterone 100 mg pessary, 21 (Endometrin)

10907C TRIPTORELIN, triptorelin acetate 100 microgram/mL injection, 7 x 1 mL syringes (Decapeptyl)

Alterations

Alteration — Note

10861P FOLLITROPIN ALFA, follitropin alfa 75 units (5.5 microgram)/0.125 mL injection, 5 x 0.125 mL pen devices
(Bemfola)

10873G FOLLITROPIN ALFA, follitropin alfa 150 units (11 microgram)/0.25 mL injection, 5 x 0.25 mL pen devices
(Bemfola)

10872F FOLLITROPIN ALFA, follitropin alfa 225 units (16.5 microgram)/0.375 mL injection, 5 x 0.375 mL pen devices
(Bemfola)

10866X FOLLITROPIN ALFA, follitropin alfa 300 units (22 microgram)/0.5 mL injection, 5 x 0.5 mL pen devices (Bemfola)

12779N FOLLITROPIN ALFA, follitropin alfa 300 units (22 microgram)/0.5 mL injection, 0.5 mL cartridge (Ovaleap)

6431L FOLLITROPIN ALFA, follitropin alfa 300 units (21.84 microgram)/0.5 mL injection, 0.5 mL pen device (Gonal-f Pen)
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10867Y

12800Q
6432M

12770D
6433N

FOLLITROPIN ALFA, follitropin alfa 450 units (33 microgram)/0.75 mL injection, 5 x 0.75 mL pen devices
(Bemfola)

FOLLITROPIN ALFA, follitropin alfa 450 units (33 microgram)/0.75 mL injection, 0.75 mL cartridge (Ovaleap)

FOLLITROPIN ALFA, follitropin alfa 450 units (32.76 microgram)/0.75 mL injection, 0.75 mL pen device (Gonal-f
Pen)

FOLLITROPIN ALFA, follitropin alfa 900 units (66 microgram)/1.5 mL injection, 1.5 mL cartridge (Ovaleap)
FOLLITROPIN ALFA, follitropin alfa 900 units (65.52 microgram)/1.5 mL injection, 1.5 mL pen device (Gonal-f Pen)

Repatriation Pharmaceutical Benefits

Advance Notices
1 December 2022
Deletion — Brand

11387H

Sunsense Ultra SPF 50+, EO — BEMOTRIZINOL + OCTOCRYLENE + DIETHYLAMINO HYDROXYBENZOYL
HEXYL BENZOATE + TITANIUM DIOXIDE, bemotrizinol 1% + octocrylene 2% + diethylamino hydroxybenzoyl
hexyl benzoate 3.5% + titanium dioxide 2% lotion, 125 mL
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About the Schedule

The Schedule of Pharmaceutical Benefits lists all of the ready-prepared items subsidised under the Pharmaceutical Benefits
Scheme (PBS).

The Schedule is published and is effective on the first day of each month.
For detailed information about the prescribing and supply of pharmaceutical benefits go to www.pbs.gov.au

For information about the operational aspects of the PBS, such as, PBS claiming, authority applications and stationery supplies
contact the Department of Human Services at www.humanservices.gov.au

The Repatriation Schedule of Pharmaceutical Benefits provides information about pharmaceutical benefits available under the
Repatriation Pharmaceutical Benefits Scheme (RPBS). These may only be prescribed to Department of Veterans' Affairs (DVA)
beneficiaries holding a valid repatriation health card. Queries relating to the RPBS can be made to the DVA or go to
www.dva.gov.au

Symbols and Abbreviations Used in the Schedule

* An asterisk in the dispensed price column indicates that the manufacturer's pack does not coincide with the
maximum quantity

I A double dagger in the maximum quantity column indicates where the maximum quantity has been
determined to match the manufacturer's pack. These packs cannot be broken and the maximum quantity
should be supplied and claimed

# A gauge in the dispensed price column indicates that the product is not preconstituted and that the dispensed
price therefore included a dispensing fee and where appropriate, an amount for purified water

aorb Located immediately before brand names of an item indicates that the brands are equivalent for the purposes
of substitution. These brands may be interchanged without differences in clinical effect

B Located immediately before an amount in the premium column indicates a brand premium which applies to
that particular brand of the item

T Located immediately before an amount in the premium column indicates a therapeutic group premium which
applies to that particular item

S Located immediately before an amount in the premium column indicates a special patient contribution which
applies to that particular item

DPMQ $ Dispensed price for maximum guantity

MRVSN $ Maximum recordable value for safety net

Indicates that the item can be prescribed by an authorised nurse practitioner

Indicates that the item can be prescribed by an authorised midwife

Indicates that the item can be prescribed by an authorised optometrist

Indicates that the item can be prescribed by an authorised dental practitioner
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Restricted Benefits

All restricted items have separate headings for authority and non-authority items. In each case these items may be prescribed
as pharmaceutical benefits only for use for one of the specified indications. Where more than one indication is specified for an
Authority required or Restricted pharmaceutical benefit, each indication is separated from the preceding indication by a semi-
colon and commences on the next line. In the case of Authority required (STREAMLINED) items, each indication will also
include a four digit streamlined authority code. The drug may be prescribed as a pharmaceutical benefit for a patient who
qualifies under any of the specified indications.

Restricted benefits - above an item indicates where an item can only be prescribed for specific therapeutic uses.

Authority required benefits — above an item indicates that a prescriber must seek approval from Department of Human Services
or the Department of Veterans’ Affairs. The prescriber must declare the specific conditions and circumstances that justify the
use of these medicines. This is usually done by phone or in writing

Authority required (STREAMLINED) — authority can be sought electronically.
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Guidelines and General Statements

General Statement for Drugs for the Treatment of Hepatitis C

Use the following criteria to determine patient eligibility for subsidisation under the PBS for hepatitis C treating agents.

By writing a PBS prescription, the prescriber is certifying the patient satisfies the qualifying criteria set out below and the use in
accordance with the registered indications which differ between agents in this class — refer to the current Product Information for
details.

Treatment criteria:

Must be treated by a medical practitioner or an authorised nurse practitioner experienced in the treatment of chronic hepatitis C
infection; or in consultation with a gastroenterologist, hepatologist or infectious diseases physician experienced in the treatment
of chronic hepatitis C infection.

The following information must be provided at the time of application:
¢ the patient’s cirrhotic status (non-cirrhotic or cirrhotic)
¢ details of the previous treatment regimen (only for requests for sofosbuvir + velpatasvir + voxilaprevir (Vosevi®) or
glecaprevir + pibrentasvir (Maviret®) for 16 weeks’ treatment in patients who have previously failed a treatment with a

regimen containing an NS5A inhibitor).

The following information must be documented in the patient's medical records:
¢ evidence of chronic hepatitis C infection (repeatedly antibody to hepatitis C virus (anti-HCV) positive and hepatitis C virus
ribonucleic acid (HCV RNA) positive); and

e where possible, evidence of the hepatitis C virus genotype

The following matrices identify the regimens which are available for PBS prescription for eligible patients, based on the hepatitis
C virus genotype and treatment history.

HEPATITIS C - NON-CIRRHOTIC PATIENTS

TREATMENT NAIVE

TREATMENT EXPERIENCED

All genotypes

SOFOSBUVIR + VELPATASVIR

SOFOSBUVIR + VELPATASVIR

(Pan-genotypic [12 weeks] [12 weeks]
regimens) OR OR
GLECAPREVIR + PIBRENTASVIR SOFOSBUVIR + VELPATASVIR + VOXILAPREVIR
[8 weeks] [12 weeks] 4
OR
GLECAPREVIR + PIBRENTASVIR
[8 or 12 or 16 weeks] 2
Genotype 1 LEDIPASVIR + SOFOSBUVIR [8 or 12 LEDIPASVIR + SOFOSBUVIR [12 weeks]
weeks] ! OR
OR GRAZOPREVIR + ELBASVIR [12 weeks]
GRAZOPREVIR + ELBASVIR [12 weeks] OR
GRAZOPREVIR + ELBASVIR and RBV [16 weeks]
2
Genotype 2 Refer to treatment naive pan-genotypic Refer to treatment experienced pan-genotypic
regimens above. regimens above.
Genotype 3 Refer to treatment naive pan-genotypic Refer to treatment experienced pan-genotypic
regimens above. regimens above.
Genotype 4 GRAZOPREVIR + ELBASVIR [12 weeks] GRAZOPREVIR + ELBASVIR [12 weeks]

OR
GRAZOPREVIR + ELBASVIR and RBV [16 weeks]?

Genotype5& 6

Refer to treatment naive pan-genotypic
regimens above.

Refer to treatment experienced pan-genotypic
regimens above.

KEY
RBV - ribavirin
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HEPATITIS C — CIRRHOTIC PATIENTS

TREATMENT NAIVE

TREATMENT EXPERIENCED

All genotypes
(Pan-genotypic

SOFOSBUVIR + VELPATASVIR [12 weeks]
5,7

SOFOSBUVIR + VELPATASVIR [12 weeks] > 7
OR

regimens) OR SOFOSBUVIR + VELPATASVIR +
GLECAPREVIR + PIBRENTASVIR VOXILAPREVIR [12 weeks] 4
[12 weeks] OR
GLECAPREVIR + PIBRENTASVIR [12 or 16 weeks]
6
Genotype 1 LEDIPASVIR + SOFOSBUVIR [12 weeks] LEDIPASVIR + SOFOSBUVIR [24 weeks]
OR OR
GRAZOPREVIR + ELBASVIR [12 weeks] GRAZOPREVIR + ELBASVIR [12 weeks]
OR
GRAZOPREVIR + ELBASVIR and RBV [16 weeks]?
Genotype 2 Refer to treatment naive pan-genotypic Refer to treatment experienced pan-genotypic
regimens above. regimens above.
Genotype 3 Refer to treatment naive pan-genotypic Refer to treatment experienced pan-genotypic
regimens above. regimens above.
Genotype 4 GRAZOPREVIR + ELBASVIR [12 weeks] GRAZOPREVIR + ELBASVIR [12 weeks]

OR
GRAZOPREVIR + ELBASVIR and RBV [16 weeks]?

Genotype5& 6

Refer to treatment naive pan-genotypic
regimens above.

Refer to treatment experienced pan-genotypic
regimens above.

KEY
RBV - ribavirin

1 LEDIPASVIR + SOFOSBUVIR [8 or 12 weeks] for treatment-naive, non-cirrhotic patients:
o consider treatment for 8 weeks where pre-treatment HCV RNA is less than 6 million 1U/mL;
o otherwise treatment for 12 weeks where pre-treatment HCV RNA is 6 million lU/mL or greater.
2 GRAZOPREVIR + ELBASVIR and RBV [16 weeks] for treatment-experienced, non-cirrhotic and cirrhotic patients, treatment
for 16 weeks in patients with genotype 1a or 4 HCV who have experienced on-treatment virologic failure to prior treatment.
3. GLECAPREVIR + PIBRENTASVIR [8 or 12 or 16 weeks] for non-cirrhotic patients:
o treatment for 8 weeks for treatment-experienced patients with genotypes 1, 2, 4, 5 or 6 who have failed regimens
containing peginterferon, ribavirin, and/or sofosbuvir but no prior treatment experience with an HCV NS3/4A Pl or NS5A

inhibitor;

o treatment for 16 weeks for treatment-experienced patients with genotype 3 who have failed regimens containing
peginterferon, ribavirin, and/or sofosbuvir but no prior treatment experience with an HCV NS3/4A PI or NS5A inhibitor;
o treatment for 12 weeks for treatment-experienced patients with genotype 1 who have failed regimens containing an

NS3/4A PI;

o treatment for 16 weeks for treatment-experienced patients with genotype 1 who have failed regimens containing an
NS5A inhibitor.
4 SOFOSBUVIR + VELPATASVIR + VOXILAPREVIR [12 weeks] only for patients who have failed an NS5A inhibitor.
5 SOFOSBUVIR + VELPATASVIR [12 weeks] for patients with decompensated cirrhosis. Use in combination with ribavirin.
6. GLECAPREVIR + PIBRENTASVIR [12 or 16 weeks] for cirrhotic patients:
o treatment for 12 weeks for treatment-experienced patients with genotypes 1, 2, 4, 5 or 6 who have failed regimens
containing peginterferon, ribavirin, and/or sofosbuvir but no prior treatment experience with an HCV NS3/4A Pl or NS5A

inhibitor;

o treatment for 16 weeks for treatment-experienced patients with genotype 3 who have failed regimens containing
peginterferon, ribavirin, and/or sofosbuvir but no prior treatment experience with an HCV NS3/4A Pl or NS5A inhibitor;
o treatment for 12 weeks for treatment-experienced patients with genotype 1 who have failed regimens containing an

NS3/4A PI,

o treatment for 16 weeks for treatment-experienced patients with genotype 1 who have failed regimens containing an
NS5A inhibitor.
7 SOFOSBUVIR + VELPATASVIR [12 weeks] for patients with genotype 3 infection with compensated cirrhosis. Consider

addition of ribavirin.
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Highly Specialised Drugs Program
(Private Hospital)

ALIMENTARY TRACT AND METABOLISM......oottiiiiiiiiiiiieee et e e e e e e 25
OTHER ALIMENTARY TRACT AND METABOLISM PRODUCTS...........occciiiiiiii i, 25
OTHER ALIMENTARY TRACT AND METABOLISM PRODUCTS .......c.coocoiiiiieceieenn 25

BLOOD AND BLOOD FORMING ORGANS ...t e 28
ANTIHEMORRHAGICS ... e 28
VITAMIN K AND OTHER HEMOSTATICS ....oooiiiiii e 28

ANTIANEMIC PREPARATIONS ... 34
OTHER ANTIANEMIC PREPARATIONS ..., 34
CARDIOVASCULAR SYSTEM ...ttt ettt ettt e e e e e e e e s e s snsbbeeeeaaeeesanannes 37
ANTIHYPERTENSIVES ... 37
OTHER ANTIHYPERTENSIVES ... 37
DERMATOLOGICALS ...ttt ettt e ettt e e e e e e e s e aa bbb e e e e e e e e e s nsabbaeeeeeeeesannsbrneeeas 94
ANTIPSORIATICS ... 94
ANTIPSORIATICS FOR SYSTEMIC USE. ... 94

SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS............. 96
PITUITARY AND HYPOTHALAMIC HORMONES AND ANALOGUES. ..........cccooiiiiiiiiiiiies 96
ANTERIOR PITUITARY LOBE HORMONES AND ANALOGUES. ............ccocoiiiiiiicn, 96
HYPOTHALAMIC HORMONES. ..ot 98

CALCIUM HOMEOSTASIS ... 102
ANTI-PARATHYROID AGENTS ... 102
ANTIINFECTIVES FOR SYSTEMIC USE ... 103
ANTIBACTERIALS FOR SYSTEMIC USE ..o 103
MACROLIDES, LINCOSAMIDES AND STREPTOGRAMINS.........ccccceiiiiiiiie 103
ANTIMYCOBACTERIALS ... .o 103
DRUGS FOR TREATMENT OF TUBERCULOSIS..........ccociiiiiiiie e, 103

ANTIVIRALS FOR SYSTEMIC USE .......oiiiiii e 103
DIRECT ACTING ANTIVIRALS ... 103
ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS ... 106
ANTINEOPLASTIC AGENTS ... 106
ANTIMETABOLITES . ... .o 106

CYTOTOXIC ANTIBIOTICS AND RELATED SUBSTANCES..........ccoiiiiiieeiieeeee 109

Highly Specialised Drugs Program (Private Hospital)
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PROTEIN KINASE INHIBITORS ...t 109
MONOCLONAL ANTIBODIES AND ANTIBODY DRUG

CONJIUGATES . ... s 111
OTHER ANTINEOPLASTIC AGENTS ... 111
IMMUNOSTIMULANTS ... e e e s 116
IMMUNOSTIMULANTS .. 116
IMMUNOSUPPRESSANTS ...t 122
IMMUNOSUPPRESSANTS ... 122
MUSCULO-SKELETAL SYSTEM ..ottt e e e e e e e e e e e e s nnnnreeeas 342
MUSCLE RELAXANTS ... 342
MUSCLE RELAXANTS, CENTRALLY ACTING AGENTS ... 342
DRUGS FOR TREATMENT OF BONE DISEASES ... 343
DRUGS AFFECTING BONE STRUCTURE AND MINERALIZATION........ccccocoveiiinenen. 343
OTHER DRUGS FOR DISORDERS OF THE MUSCULO-SKELETAL
S S I =1 OO 345
OTHER DRUGS FOR DISORDERS OF THE MUSCULO-SKELETAL
SYSTEM e e 345
NERVOUS SYSTEM.... .ottt e e 354
ANTI-PARKINSON DRUGS ......ooiiiiii i 354
DOPAMINERGIC AGENTS ...t 354
PSYCHOLEPTICS ... ..o e 356
ANTIPSYCHOTICS. ... e 356
RESPIRATORY SYSTEM...ouiiiiiiiiiiiititite ettt e e e e e s e e e e e e e e e s snnnreeeeas 357
DRUGS FOR OBSTRUCTIVE AIRWAY DISEASES .......oooiiiii e 357
OTHER SYSTEMIC DRUGS FOR OBSTRUCTIVE AIRWAY
DISEASES ... e 357
COUGH AND COLD PREPARATIONS . ... 391
EXPECTORANTS, EXCL. COMBINATIONS WITH COUGH
SUPPRESSANTS . e 391
OTHER RESPIRATORY SYSTEM PRODUCTS .....ooiiiiiiiiiiiie e 393
OTHER RESPIRATORY SYSTEM PRODUCTS.......oooiiiiiiiiiiieeee e 393
VARIOUS et e s e e e s e e s s e e e s e e e s e e e e 401
ALL OTHER THERAPEUTIC PRODUCTS .......ooiiiiiiiiiii e 401
ALL OTHER THERAPEUTIC PRODUCTS........ooiiiiiiiiiiiii i 401
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f-1134617-L01F
f-1134074-M09
f-1134074-M09A
f-1134010-R03D
f-1134010-R05C

ALIMENTARY TRACT AND METABOLISM

ALIMENTARY TRACT AND METABOLISM

OTHER ALIMENTARY TRACT AND METABOLISM PRODUCTS

OTHER ALIMENTARY TRACT AND METABOLISM PRODUCTS
Various alimentary tract and metabolism products

» TEDUGLUTIDE

Note Special Pricing Arrangements apply.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).
Authority required
Type Il Short bowel syndrome with intestinal failure
Treatment Phase: Initial treatment - balance of supply
Treatment criteria:
e Must be treated by a gastroenterologist; OR

e Must be treated by a specialist within a multidisciplinary intestinal rehabilitation unit.
Clinical criteria:

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

e Patient must have received insufficient therapy with this drug under the initial treatment restriction to complete the
maximum duration of 12 months of initial treatment, AND

e The treatment must provide no more than the balance of up to 12 months of treatment.
teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
11812Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 21887.82  Revestive [TK]

= TEDUGLUTIDE

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

Note Special Pricing Arrangements apply.

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

Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime.

Authority required

Type Il Short bowel syndrome with intestinal failure

Treatment Phase: Initial treatment

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a specialist within a multidisciplinary intestinal rehabilitation unit.

Clinical criteria:

o Patient must have short bowel syndrome with intestinal failure following major surgery, AND

o Patient must have a history of dependence on parenteral support for at least 12 months, AND

e Patient must have received a stable parenteral support regimen for at least 3 days per week in the previous 4 weeks,
AND

e Patient must not have active gastrointestinal malignancy or history of gastrointestinal malignancy within the last 5 years,
AND

e The treatment must not exceed 12 months under this restriction, AND

e Patient must not have previously received PBS-subsidised treatment with this drug for this condition.

Provide a baseline value in this authority application of the amount of parenteral support per week, expressed as either:

(i) for a patient of any age, the mean number of days of parenteral support per week

(ii) for a patient yet to turn 18 years of age, the mean volume of parenteral support per week in mL per kg.

Determine the mean over the four weeks immediately prior to this authority application. For a patient yet to turn 18 years or
age, both (i) and (ii) may be supplied, but provide at least (i). Assessment of treatment response/non-response in the 'First
continuing treatment' authority application will be compared against the baseline value(s) submitted in this application.

A stable parenteral support regimen is defined as a minimum of 3 days of parenteral support (parenteral nutrition with or
without IV fluids) per week for 4 consecutive weeks to meet caloric, fluid or electrolyte needs.

The authority application must be made in writing and must include:
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(a) a completed authority prescription form(s); and

(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
11795T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 11 . 21887.82  Revestive [TK]

= TEDUGLUTIDE

Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. EST Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Type Il Short bowel syndrome with intestinal failure

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a specialist within a multidisciplinary intestinal rehabilitation unit.

Clinical criteria:

o Patient must have previously received PBS-subsidised initial treatment with this drug for this condition; OR

o Patient must have received PBS-subsidised treatment with this drug for this condition as a grandfathered patient, AND

e Patient must have a reduction in parenteral support frequency of at least one day per week compared to the mean
number of days per week at baseline; OR

e Patient must have, as a patient yet to turn 18 years of age, a reduction in the mean weekly parenteral support volume of
at least 20% (mL per kg of body weight) relative to baseline.

Refer to the measurement(s) stated in the Initial treatment authority application for the baseline dependence on parenteral

support. Determine the current mean use per week of parental support in days (for a patient of any age) and/or the mean

volume per week in mL per kg (for a patient yet to turn 18 years of age). State these values in this authority application.

The current mean number of days of parenteral support is calculated as the mean number of days in which any parenteral

support is required (parenteral nutrition with or without IV fluids) per week to meet caloric, fluid or electrolyte needs over the

immediately preceding 4 week treatment period

The current mean weekly parenteral support volume is calculated as the mean mL per kg of body weight of parenteral

support (parenteral nutrition with or without IV fluids) per week to meet caloric, fluid or electrolyte needs over the

immediately preceding 4 week treatment period.

From 1 September 2021

Where the mean weekly volume of parenteral support in terms of mL per kg of body weight for 4 consecutive weeks has not

been stated in an Initial treatment authority application for a patient yet to turn 18 years of age, provide in this authority

application both:

(i) a known or estimated retrospective baseline value that would have applied to the patient immediately before commencing

treatment with this drug, and

(ii) the current value (observed over the preceding 4 weeks)

Provide these values for a child only where mean weekly volume is to be used as an alternative response assessment to

mean days of parenteral support per week. Otherwise, continue to use mean days per week.

A patient who has turned 18 years of age since their last authority application may be assessed for response using either

the mean number of days of parenteral support or mean volume of parenteral support. Any subsequent authority application

after this application must be assessed using the mean number of days of parenteral support.

Patients who do not meet the clinical criteria with respect to demonstrating the minimum reduction in parenteral support

must permanently discontinue PBS subsidy.

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

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

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

website specified in the Administrative Advice).

Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime.

Authority required

Type Il Short bowel syndrome with intestinal failure

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a specialist within a multidisciplinary intestinal rehabilitation unit.
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Clinical criteria:

o Patient must have received PBS-subsidised first-continuing treatment with this drug for this condition and achieved a
treatment response in the preceding treatment period; OR

e Patient must have received PBS-subsidised recommencement of treatment following a trial cessation period and not
have previously experienced a failure to respond to treatment with this drug for this condition.

Treatment response

Adult:

In a subsequent continuing treatment application, treatment response in a patient aged at least 18 years is one of:

(i) a reduction in the mean number of days of parenteral support of at least 1 day per week since the last assessment for

PBS-subsidised treatment; or

(ii) parenteral support completely ceasing (due to clinical benefit from this drug) for a period of at least 4 consecutive weeks

Child (yet to turn 18 years of age):

In a subsequent continuing treatment application, treatment response in a child is one of:

(iii) a reduction in the mean number of days of parenteral support of at least 1 day per week since the last assessment for

PBS-subsidised treatment; or

(iv) a reduction in the mean weekly volume of parenteral support (mL per kg of body weight) of at least 20% since the last

assessment for PBS-subsidised treatment; or

(v) parenteral support completely ceasing (due to clinical benefit from this drug) for a period of at least 4 consecutive weeks.

A patient who has turned 18 years of age since their last authority application may be assessed for response using either

the mean number of days of parenteral support or mean volume of parenteral support. Any subsequent authority application

after this application must be assessed using the mean number of days of parenteral support.

The current mean number of days of parenteral support is calculated as the mean number of days in which any parenteral

support is required (parenteral nutrition with or without IV fluids) per week to meet caloric, fluid or electrolyte needs over the

immediately preceding 4 week treatment period

The current mean weekly parenteral support volume is calculated as the mean mL per kg of body weight of parenteral

support (parenteral nutrition with or without 1V fluids) per week to meet caloric, fluid or electrolyte needs over the

immediately preceding 4 week treatment period.

Treatment failure

Adult:

In a subsequent continuing treatment application, treatment failure is defined as an increase in the mean number of days

per week in parenteral support (parenteral nutrition with or without IV fluids) to meet caloric, fluid or electrolyte needs,

compared to the most recent authority application.

Child (yet to turn 18 years of age):

In a subsequent continuing treatment application, treatment failure is defined as at least one of the following occurring:

(i) an increase in the mean number of days per week in parenteral support (parenteral nutrition with or without 1V fluids) to

meet caloric, fluid or electrolyte needs, compared to the most recent authority application; or

(i) an increase of 20% or more in the mean weekly volume of parenteral support (mL per kg of body weight; parenteral

nutrition with or without 1V fluids) to meet caloric, fluid or electrolyte needs, compared to most recent authority application.

Patients who experience failure of treatment must permanently discontinue treatment.

Treatment stability

A patient who neither demonstrates a treatment response as defined above nor a treatment failure as defined above since

the last assessment for PBS-subsidised treatment is considered to have 'treatment stability'.

Trial cessation period

A patient with treatment stability must undertake a trial cessation period. A patient who re-commences treatment after a trial

cessation period is exempt from further trial cessation periods.

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

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

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

website specified in the Administrative Advice).

Authority required

Type Il Short bowel syndrome with intestinal failure

Treatment Phase: Recommencement of treatment

Treatment criteria:

e Must be treated by a gastroenterologist; OR

e Must be treated by a specialist within a multidisciplinary intestinal rehabilitation unit.

Clinical criteria:

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

¢ Patient must have undertaken a trial cessation period due to experiencing a stable parenteral support regimen in the first
continuing or subsequent continuing treatment phase, and not due to a treatment failure; OR

e Patient must have undertaken a trial cessation period for any medical reason other than lack of treatment efficacy, AND

o Patient must have experienced deterioration during a trial cessation period.

Deterioration during the trial cessation period includes an increase in parenteral support use, as well as changes in renal

function, urinary sodium levels and changes in body weight in the absence of an increase in parenteral support use. This is

not an exhaustive list of the signs/symptoms of disease deterioration - the treating physician must be satisfied that in the

absence of treatment with this drug, the patient's condition has deteriorated.

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

(a) a completed authority prescription form(s); and
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(b) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).

Note Authority applications to continue treatment after this application should occur under the 'Subsequent continuing treatment'
phase.

teduglutide 5 mg injection [28 vials] (&) inert substance diluent [28 x 0.5 mL syringes], 1 pack
11806J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 21887.82  Revestive [TK]

BLOOD AND BLOOD FORMING ORGANS

ANTIHEMORRHAGICS

VITAMIN K AND OTHER HEMOSTATICS
Other systemic hemostatics

» ELTROMBOPAG

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

Authority required
Severe thrombocytopenia
Treatment Phase: Initial treatment 1 - New patient
Clinical criteria:
¢ The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND
¢ Patient must have had a splenectomy, AND
e Patient must have failed to achieve an adequate response to, or be intolerant to, corticosteroid therapy following the
splenectomy, AND
o Patient must have failed to achieve an adequate response to, or be intolerant to, immunoglobulin therapy following the
splenectomy, AND
e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition.
Population criteria:
e Patient must be aged 18 years or older.
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial
application;
(a) a platelet count of less than or equal to 20,000 million per L; OR
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a
history of significant bleeding in this platelet range.
Where intolerance to treatment with corticosteroid and immunoglobulin therapy developed during the relevant period of use,
which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be
provided at the time of application.
The authority application must be made in writing and must include:
(1) a completed authority prescription form,
(2) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form,
(3) details of a platelet count supporting the diagnosis of ITP.
The platelet count must be no more than 4 weeks old at the time of application.
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion.
Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Where a patient
has started initial treatment with one of the two agents, change of therapy to the alternative agent may be authorised under
the Balance of supply or change of therapy restriction to complete up to 24 weeks initial treatment. Patients who fail to
demonstrate a response to treatment with eltrombopag and/or romiplostim after completion of 24 weeks initial therapy will
not be eligible to receive further PBS-subsidised treatment with either of these drugs.
Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority required
Severe thrombocytopenia
Treatment Phase: Initial treatment 2 - New patient
Clinical criteria:
e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND
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e Patient must not have had a splenectomy, AND

¢ Patient must have failed to achieve an adequate response to, or be intolerant to, corticosteroid therapy at a dose
equivalent to 0.5-2 mg/kg/day of prednisone for at least 4-6 weeks, AND

e Patient must have failed to achieve an adequate response to, or be intolerant to, immunoglobulin therapy, AND
e Patient must be unsuitable for splenectomy due to medical reasons, AND
e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition.
Population criteria:
e Patient must be aged 18 years or older.
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial
application;
(a) a platelet count of less than or equal to 20,000 million per L; OR
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a
history of significant bleeding in this platelet range.
Where intolerance to treatment with corticosteroid and immunoglobulin therapy developed during the relevant period of use,
which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be
provided at the time of application.
The authority application must be made in writing and must include:
(1) a completed authority prescription form,
(2) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form,
(3) details of a platelet count supporting the diagnosis of ITP, and
(4) details of the reason of medical contraindication for surgery and date of assessment.
The platelet count must be no more than 4 weeks old at the time of application.
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion.
Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Where a patient
has started initial treatment with one of the two agents, change of therapy to the alternative agent may be authorised under
the Balance of supply or change of therapy restriction to complete up to 24 weeks initial treatment. Patients who fail to
demonstrate a response to treatment with eltrombopag and/or romiplostim after completion of 24 weeks initial therapy will
not be eligible to receive further PBS-subsidised treatment with either of these drugs.

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy.

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

Authority required

Severe thrombocytopenia

Treatment Phase: First Continuing treatment or Re-initiation of interrupted continuing treatment

Clinical criteria:

e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND

o Patient must have demonstrated a sustained platelet response to PBS-subsidised treatment with this drug for this
condition under the Initial treatment restriction if the patient has not had a treatment break; OR

o Patient must have demonstrated a sustained platelet response to the most recent PBS-subsidised treatment with this
drug for this condition prior to interrupted treatment, AND

e Patient must not have previously received PBS-subsidised continuing treatment with romiplostim for this condition, AND

e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition.

Population criteria:

e Patient must be aged 18 years or older.

For the purposes of this restriction, a sustained platelet response is defined as:

(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the initial period of

PBS-subsidised treatment with this drug,

AND either of the following:

(b) a platelet count greater than or equal to 50,000 million per L on at least four (4) occasions, each at least one week apart;

OR

(c) a platelet count greater than 30,000 million per L and which is double the baseline (pre-treatment) platelet count on at

least four (4) occasions, each at least one week apart.

Applications for the First continuing PBS-subsidised treatment or Re-initiation of interrupted PBS-subsidised continuing

treatment must be made in writing and must include:

(1) a completed authority prescription form, and

(2) a completed Idiopathic Thrombocytopenic Purpura Continuing PBS Authority Application - Supporting Information Form,

and

(3) the most recent platelet count.
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The platelet count must be conducted no later than 4 weeks from the date of completion of the most recent PBS-subsidised
course of treatment with this drug.

A maximum of 24 weeks of treatment with this drug will be authorised under this criterion.

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. EST Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe thrombocytopenia

Treatment Phase: Second or subsequent Continuing treatment

Clinical criteria:

e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under first continuing or
re-initiation of interrupted continuing treatment restriction, AND

e Patient must have demonstrated a continuing response to PBS-subsidised treatment with this drug, AND

e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition.

Population criteria:

e Patient must be aged 18 years or older.

For the purpose of this restriction, a continuing response to treatment with drug is defined as:

(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the most recent 24
week period of PBS-subsidised treatment with this drug

AND either of the following:

(b) a platelet count greater than or equal to 50,000 million per L

OR

(c) a platelet count greater than 30,000 million per L and which is double the baseline platelet count.
The platelet count must be no more than 4 weeks old at the time of application.

Note Eltrombopag is not PBS-subsidised as an alternative to splenectomy.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

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

Authority required

Severe thrombocytopenia

Treatment Phase: Balance of supply or change of therapy within 24 weeks initial treatment

Clinical criteria:

e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND

e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition, AND

o Patient must have received insufficient therapy with this drug for this condition under the Initial 1 restriction to complete
24 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 2 restriction to complete
24 weeks treatment; OR

¢ Patient must be swapping therapy from romiplostim to this drug for this condition within the initial 24 weeks of treatment;
OR

o Patient must have received insufficient therapy with this drug for this condition under the First Continuing treatment or
Re-initiation of interrupted continuing treatment restriction to complete 24 weeks treatment; OR

e Patient must have received insufficient therapy with this drug for this condition under the Second and subsequent
Continuing treatment restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction.

Population criteria:

e Patient must be aged 18 years or older.

Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Where a patient

has started initial treatment with one of the two agents, change of therapy to the alternative agent may be authorised under

the Balance of supply or change of therapy restriction to complete up to 24 weeks initial treatment. Patients who fail to

demonstrate a response to treatment with eltrombopag and/or romiplostim after completion of 24 weeks initial therapy will

not be eligible to receive further PBS-subsidised treatment with either of these drugs.

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

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).
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eltrombopag 25 mg tablet, 28
5827Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 1340.58 Revolade [NV]

eltrombopag 50 mg tablet, 28
5828R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 2633.34 Revolade [NV]

= ROMIPLOSTIM

Authority required

Severe thrombocytopenia

Treatment Phase: Initial treatment 1 - New patient

Clinical criteria:

e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND

¢ Patient must have had a splenectomy, AND

o Patient must have failed to achieve an adequate response to, or be intolerant to, corticosteroid therapy following the
splenectomy, AND

e Patient must have failed to achieve an adequate response to, or be intolerant to, immunoglobulin therapy following the
splenectomy, AND

¢ The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition.
Population criteria:
e Patient must be aged 18 years or older.
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial
application;
(a) a platelet count of less than or equal to 20,000 million per L; OR
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a
history of significant bleeding in this platelet range.
Where intolerance to treatment with corticosteroid and immunoglobulin therapy developed during the relevant period of use,
which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be
provided at the time of application.
At the time of the written authority application, medical practitioners should request the appropriate quantity of vials of
appropriate strength to provide sufficient drug for a single treatment at a dose of 1 microgram/kg. Up to 1 repeat may be
requested with the initial written application.
Subsequently during the initial period of dose titration, authority applications for a single dose and up to 1 repeat may be
requested by telephone. The dose (microgram/kg/week) must be provided at the time of application.
Once a patient's dose has been stable for a period of 4 weeks, authority approvals for sufficient vials of appropriate strength
based on the weight of the patient and dose (microgram/kg/week) for up to 4 weeks of treatment and up to 4 repeats may be
granted, as long as the total period of treatment authorised under this restriction does not exceed 24 weeks.
Authority approval will not be given for doses higher than 10 micrograms/kg/week
The authority application must be made in writing and must include:
(1) a completed authority prescription form,
(2) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form,
(3) details of a platelet count supporting the diagnosis of ITP.
The platelet count must be no more than 4 weeks old at the time of application.
Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Where a patient
has started initial treatment with one of the two agents, change of therapy to the alternative agent may be authorised under
the Balance of supply or change of therapy restriction to complete up to 24 weeks initial treatment. Patients who fail to
demonstrate a response to treatment with eltrombopag and/or romiplostim after completion of 24 weeks initial therapy will
not be eligible to receive further PBS-subsidised treatment with either of these drugs.

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy.

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

Authority required

Severe thrombocytopenia

Treatment Phase: Initial treatment 2 - New patient

Clinical criteria:

e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND
e Patient must not have had a splenectomy, AND
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¢ Patient must have failed to achieve an adequate response to, or be intolerant to, corticosteroid therapy at a dose
equivalent to 0.5-2 mg/kg/day of prednisone for at least 4-6 weeks, AND

o Patient must have failed to achieve an adequate response to, or be intolerant to, immunoglobulin therapy, AND

e Patient must be unsuitable for splenectomy due to medical reasons, AND

e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition.

Population criteria:

e Patient must be aged 18 years or older.

The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of initial

application;

(a) a platelet count of less than or equal to 20,000 million per L; OR

(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a

history of significant bleeding in this platelet range.

Where intolerance to treatment with corticosteroid and immunoglobulin therapy developed during the relevant period of use,

which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be

provided at the time of application.

At the time of the written authority application, medical practitioners should request the appropriate quantity of vials of

appropriate strength to provide sufficient drug for a single treatment at a dose of 1 microgram/kg. Up to 1 repeat may be

requested with the initial written application.

Subsequently during the initial period of dose titration, authority applications for a single dose and up to 1 repeat may be

requested by telephone. The dose (microgram/kg/week) must be provided at the time of application.

Once a patient's dose has been stable for a period of 4 weeks, authority approvals for sufficient vials of appropriate strength

based on the weight of the patient and dose (microgram/kg/week) for up to 4 weeks of treatment and up to 4 repeats may be

granted, as long as the total period of treatment authorised under this restriction does not exceed 24 weeks.

Authority approval will not be given for doses higher than 10 micrograms/kg/week

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

(1) a completed authority prescription form,

(2) a completed Idiopathic Thrombocytopenic Purpura Initial PBS Authority Application - Supporting Information Form,

(3) details of a platelet count supporting the diagnosis of ITP, and

(4) details of the reason of medical contraindication for surgery and date of assessment.

The platelet count must be no more than 4 weeks old at the time of application.

Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Where a patient

has started initial treatment with one of the two agents, change of therapy to the alternative agent may be authorised under

the Balance of supply or change of therapy restriction to complete up to 24 weeks initial treatment. Patients who fail to

demonstrate a response to treatment with eltrombopag and/or romiplostim after completion of 24 weeks initial therapy will

not be eligible to receive further PBS-subsidised treatment with either of these drugs.

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

operation 8 a.m. to 5 p.m. EST Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe thrombocytopenia

Treatment Phase: First Continuing treatment or Re-initiation of interrupted continuing treatment

Clinical criteria:

e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND

¢ Patient must have demonstrated a sustained platelet response to PBS-subsidised treatment with this drug for this
condition under the Initial treatment restriction if the patient has not had a treatment break; OR

¢ Patient must have demonstrated a sustained platelet response to the most recent PBS-subsidised treatment with this
drug for this condition prior to interrupted treatment, AND

e Patient must not have previously received PBS-subsidised continuing treatment with eltrombopag for this condition, AND

e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition.

Population criteria:

o Patient must be aged 18 years or older.

For the purposes of this restriction, a sustained platelet response is defined as:

(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the initial period of

PBS-subsidised treatment with this drug,

AND either of the following:

(b) a platelet count greater than or equal to 50,000 million per L on at least four (4) occasions, each at least one week apart;
OR

(c) a platelet count greater than 30,000 million per L and which is double the baseline (pre-treatment) platelet count on at
least four (4) occasions, each at least one week apart.
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The medical practitioner should request sufficient number of vials of appropriate strength based on the weight of the patient
and dose (microgram/kg/week) to provide 4 weeks of treatment. Up to a maximum of 5 repeats may be authorised.
Authority approval will not be given for doses higher than 10 micrograms/kg/week
Applications for the First continuing PBS-subsidised treatment or Re-initiation of interrupted PBS-subsidised continuing
treatment must be made in writing and must include:
(1) a completed authority prescription form, and
(2) a completed Idiopathic Thrombocytopenic Purpura Continuing PBS Authority Application - Supporting Information Form,
and
(3) the most recent platelet count.
The platelet count must be conducted no later than 4 weeks from the date of completion of the most recent PBS-subsidised
course of treatment with this drug.

Note Romiplostim is not PBS-subsidised as an alternative to splenectomy.

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

Authority required
Severe thrombocytopenia
Treatment Phase: Second or Subsequent Continuing treatment
Clinical criteria:
e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND
o Patient must have previously received PBS-subsidised treatment with this drug for this condition under first continuing or
re-initiation of interrupted continuing treatment restriction, AND
e Patient must have demonstrated a continuing response to PBS-subsidised treatment with this drug, AND
e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition.
Population criteria:
e Patient must be aged 18 years or older.
For the purpose of this restriction, a continuing response to treatment with drug is defined as:
(a) use of rescue medication (corticosteroids or immunoglobulins) on no more than one occasion during the most recent 24
week period of PBS-subsidised treatment with this drug
AND either of the following:
(b) a platelet count greater than or equal to 50,000 million per L
OR
(c) a platelet count greater than 30,000 million per L and which is double the baseline platelet count.
The platelet count must be no more than 4 weeks old at the time of application.
The medical practitioner should request sufficient number of vials of appropriate strength based on the weight of the patient
and dose (microgram/kg/week) to provide 4 weeks of treatment. Up to a maximum of 5 repeats may be authorised.
Authority approval will not be given for doses higher than 10 micrograms/kg/week
Note Romiplostim is not PBS-subsidised as an alternative to splenectomy.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Authority required

Severe thrombocytopenia

Treatment Phase: Balance of supply or change of therapy within 24 weeks initial treatment

Clinical criteria:

e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND

e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition, AND

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 1 restriction to complete
24 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 2 restriction to complete
24 weeks treatment; OR

¢ Patient must be swapping therapy from eltrombopag to this drug for this condition within the initial 24 weeks of treatment;
OR

o Patient must have received insufficient therapy with this drug for this condition under the First Continuing treatment or
Re-initiation of interrupted continuing treatment restriction to complete 24 weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Second and subsequent
Continuing treatment restriction to complete 24 weeks treatment, AND

e The treatment must provide no more than the balance of up to 24 weeks treatment available under the above restriction.

Population criteria:

e Patient must be aged 18 years or older.
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Patients will be able to trial either eltrombopag or romiplostim within the initial 24 weeks treatment period. Where a patient
has started initial treatment with one of the two agents, change of therapy to the alternative agent may be authorised under
the Balance of supply or change of therapy restriction to complete up to 24 weeks initial treatment. Patients who fail to
demonstrate a response to treatment with eltrombopag and/or romiplostim after completion of 24 weeks initial therapy will
not be eligible to receive further PBS-subsidised treatment with either of these drugs.

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

romiplostim 250 microgram injection, 1 vial
0697J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 521.70  Nplate [AN]

romiplostim 500 microgram injection, 1 vial
0699L Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 103559  Nplate [AN]

® ANTIANEMIC PREPARATIONS

OTHER ANTIANEMIC PREPARATIONS
Other antianemic preparations

* DARBEPOETIN ALFA

Authority required (STREAMLINED)

9688

Anaemia associated with intrinsic renal disease

Clinical criteria:

e Patient must require transfusion, AND

e Patient must have a haemoglobin level of less than 100 g per L, AND

e Patient must have intrinsic renal disease, as assessed by a nephrologist.
darbepoetin alfa 10 microgram/0.4 mL injection, 4 x 0.4 mL syringes
6320P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *292.80 Aranesp [AN]

darbepoetin alfa 100 microgram/0.5 mL injection, 0.5 mL pen device
6492Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ Brand Name and Manufacturer

8 5 . *2064.30  Aranesp SureClick [AN]

darbepoetin alfa 100 microgram/0.5 mL injection, 4 x 0.5 mL syringes
6326Y Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *2064.38  Aranesp [AN]

darbepoetin alfa 150 microgram/0.3 mL injection, 0.3 mL pen device
6493R Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

8 5 . *3052.46  Aranesp SureClick [AN]

darbepoetin alfa 150 microgram/0.3 mL injection, 4 x 0.3 mL syringes
63658 Max.Qty Packs No.ofRRpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *3052.44  Aranesp [AN]

darbepoetin alfa 30 microgram/0.3 mL injection, 4 x 0.3 mL syringes
6322R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *742.06 Aranesp [AN]

darbepoetin alfa 20 microgram/0.5 mL injection, 0.5 mL pen device
6488L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

8 5 . *544.54 Aranesp SureClick [AN]

darbepoetin alfa 20 microgram/0.5 mL injection, 4 x 0.5 mL syringes
6321Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *544.50 Aranesp [AN]

darbepoetin alfa 40 microgram/0.4 mL injection, 0.4 mL pen device
6489M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

8 5 . *898.94 Aranesp SureClick [AN]
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darbepoetin alfa 40 microgram/0.4 mL injection, 4 x 0.4 mL syringes
6323T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *899.04 Aranesp [AN]

darbepoetin alfa 50 microgram/0.5 mL injection, 4 x 0.5 mL syringes
6324W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1107.28  Aranesp [AN]

darbepoetin alfa 60 microgram/0.3 mL injection, 0.3 mL pen device
6490N Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

8 5 . *1291.90  Aranesp SureClick [AN]

darbepoetin alfa 60 microgram/0.3 mL injection, 4 x 0.3 mL syringes
6325X Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1291.88  Aranesp [AN]

darbepoetin alfa 80 microgram/0.4 mL injection, 0.4 mL pen device
6491Pp Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

8 5 . *1685.42  Aranesp SureClick [AN]

darbepoetin alfa 80 microgram/0.4 mL injection, 4 x 0.4 mL syringes
6438W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1685.36  Aranesp [AN]

EPOETIN ALFA
Authority required (STREAMLINED)

9688
Anaemia associated with intrinsic renal disease

Clinical criteria:

e Patient must require transfusion, AND

e Patient must have a haemoglobin level of less than 100 g per L, AND

e Patient must have intrinsic renal disease, as assessed by a nephrologist.
epoetin alfa 1000 units/0.5 mL injection, 6 x 0.5 mL syringes
6251B Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *231.34 Eprex 1000 [JC]

epoetin alfa 10 000 units/mL injection, 6 x 1 mL syringes
6207Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1564.00  Eprex 10000 [JC]

epoetin alfa 2000 units/0.5 mL injection, 6 x 0.5 mL syringes
6204M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *421.42  Eprex 2000 [JC]

epoetin alfa 20 000 units/0.5 mL injection, 6 x 0.5 mL syringes
6434P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *3030.50  Eprex 20,000 [JC]

epoetin alfa 3000 units/0.3 mL injection, 6 x 0.3 mL syringes
6205N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *541.54  Eprex 3000 [JC]

epoetin alfa 4000 units/0.4 mL injection, 6 x 0.4 mL syringes
6206P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *687.52  Eprex 4000 [JC]

epoetin alfa 40 000 units/mL injection, 1 mL syringe
6339P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1011.40  Eprex 40,000 [JC]

epoetin alfa 5000 units/0.5 mL injection, 6 x 0.5 mL syringes
6302Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *854.02 Eprex 5000 [JC]

Highly Specialised Drugs Program (Private Hospital)

35



BLOOD AND BLOOD FORMING ORGANS

epoetin alfa 6000 units/0.6 mL injection, 6 x 0.6 mL syringes

6303R Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1012.32  Eprex 6000 [JC]

epoetin alfa 8000 units/0.8 mL injection, 6 x 0.8 mL syringes
6305W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1300.54  Eprex 8000 [JC]

» EPOETIN BETA

Authority required (STREAMLINED)

9688

Anaemia associated with intrinsic renal disease

Clinical criteria:

e Patient must require transfusion, AND

e Patient must have a haemoglobin level of less than 100 g per L, AND

e Patient must have intrinsic renal disease, as assessed by a nephrologist.

epoetin beta 10 000 units/0.6 mL injection, 6 x 0.6 mL syringes

6485H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1643.80  NeoRecormon [RO]

epoetin beta 2000 units/0.3 mL injection, 6 x 0.3 mL syringes

6480C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *443.18 NeoRecormon [RO]

epoetin beta 3000 units/0.3 mL injection, 6 x 0.3 mL syringes

6481D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *569.64 NeoRecormon [RO]

epoetin beta 4000 units/0.3 mL injection, 6 x 0.3 mL syringes

6482E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
2 5 . *723.30 NeoRecormon [RO]

epoetin beta 5000 units/0.3 mL injection, 6 x 0.3 mL syringes

6483F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
2 5 . *898.58 NeoRecormon [RO]

epoetin beta 6000 units/0.3 mL injection, 6 x 0.3 mL syringes
6484G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1064.52 NeoRecormon [RO]

= EPOETIN LAMBDA

Authority required (STREAMLINED)

9688

Anaemia associated with intrinsic renal disease

Clinical criteria:

e Patient must require transfusion, AND

e Patient must have a haemoglobin level of less than 100 g per L, AND

e Patient must have intrinsic renal disease, as assessed by a nephrologist.

epoetin lambda 1000 units/0.5 mL injection, 6 x 0.5 mL syringes
9685R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *243.10 Novicrit [SZ]

epoetin lambda 10 000 units/mL injection, 6 x 1 mL syringes
95958 Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1643.78 Novicrit [SZ]

epoetin lambda 2000 units/mL injection, 6 x 1 mL syringes
9686T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *443.16 Novicrit [SZ]

epoetin lambda 3000 units/0.3 mL injection, 6 x 0.3 mL syringes
9687W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *569.62 Novicrit [SZ]
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epoetin lambda 4000 units/0.4 mL injection, 6 x 0.4 mL syringes
9688X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *723.28  Novicrit [SZ]

epoetin lambda 5000 units/0.5 mL injection, 6 x 0.5 mL syringes
0588p Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *898.54  Novicrit [SZ]

epoetin lambda 6000 units/0.6 mL injection, 6 x 0.6 mL syringes
9590R Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1064.48  Novicrit [SZ]

epoetin lambda 8000 units/0.8 mL injection, 6 x 0.8 mL syringes
9593X Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1366.42  Novicrit [SZ]

METHOXY POLYETHYLENE GLYCOL-EPOETIN BETA

Authority required (STREAMLINED)

9688

Anaemia associated with intrinsic renal disease

Clinical criteria:

e Patient must require transfusion, AND

e Patient must have a haemoglobin level of less than 100 g per L, AND

e Patient must have intrinsic renal disease, as assessed by a nephrologist.
methoxy polyethylene glycol-epoetin beta 120 microgram/0.3 mL injection, 0.3 mL syringe
9578D Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1134.58  Mircera [RO]

methoxy polyethylene glycol-epoetin beta 200 microgram/0.3 mL injection, 0.3 mL syringe
9579E Max.Qty Packs No.ofRRpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1606.54  Mircera [RO]

methoxy polyethylene glycol-epoetin beta 360 microgram/0.6 mL injection, 0.6 mL syringe
9580F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *2742.40  Mircera [RO]

methoxy polyethylene glycol-epoetin beta 30 microgram/0.3 mL injection, 0.3 mL syringe
9574X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *318.84  Mircera [RO]

methoxy polyethylene glycol-epoetin beta 50 microgram/0.3 mL injection, 0.3 mL syringe
9575Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *526.18 Mircera [RO]

methoxy polyethylene glycol-epoetin beta 75 microgram/0.3 mL injection, 0.3 mL syringe
9576B Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *762.66 Mircera [RO]

methoxy polyethylene glycol-epoetin beta 100 microgram/0.3 mL injection, 0.3 mL syringe
9577C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *984.04  Mircera [RO]

CARDIOVASCULAR SYSTEM

ANTIHYPERTENSIVES

OTHER ANTIHYPERTENSIVES
Antihypertensives for pulmonary arterial hypertension

» AMBRISENTAN

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

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
Pulmonary arterial hypertension (PAH)
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Treatment Phase: Initial 1 (new patients)

Clinical criteria:

e Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

Clinical criteria:

e Patient must have WHO Functional Class Il PAH, or WHO Functional Class Il PAH, or WHO Functional Class IV PAH,

AND

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

PAH (WHO Group 1 pulmonary hypertension) is defined as follows:

(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 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.

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

(i) ECHO composite assessment; and

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

Where it is not possible to perform all 3 tests 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.

Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
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 TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:Idiopathic PAH

e Heritable PAH
¢ BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
e Drugs and toxins induced PAH
e PAH associated with:
o Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

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

operation 8 a.m. to 5 p.m. EST Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
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Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (change)

Clinical criteria:

¢ Patient must have documented WHO Functional Class Il PAH, or WHO Functional Class Ill PAH, or WHO Functional
Class IV PAH, AND

e Patient must have had their most recent course of PBS-subsidised treatment for this condition with a PAH agent other
than this agent, AND

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

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

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 (monotherapy) 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.

Applications to swap between the 8 PAH agents must be made under the relevant initial treatment (monotherapy) restriction.

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Continuing treatment
Clinical criteria:
e Patient must have received their most recent course of PBS-subsidised treatment with this PAH agent for this condition,
AND
¢ The treatment must be the sole PBS-subsidised PAH agent for this condition.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

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.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

ambrisentan 10 mg tablet, 30

0649\ Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1892.36 2 Ambrisentan Mylan [AF] @ Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]
ambrisentan 5 mg tablet, 30
0648T Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1892.36 2 Ambrisentan Mylan [AF] @ Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]

= AMBRISENTAN
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for
at least 3 months following cessation of therapy.
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 Authority applications for each agent in combination therapy should be made at the same time to reduce administrative
handling. However, dosing of each agent need not occur simultaneously to be considered as ‘combination therapy'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)
Clinical criteria:
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o Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND

o Patient must currently have WHO Functional Class Il PAH or WHO Functional Class IV PAH, AND

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil

PBS-subsidy does not cover 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.

PAH (WHO Group 1 pulmonary hypertension) is defined as follows:

(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure

(PAWP) less than or equal to 15 mmHg; or

(i) 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.

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

(i) ECHO composite assessment; and

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

Where it is not possible to perform all 3 tests 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.

Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority

application by a second PAH physician or cardiologist with expertise in the management of PAH.

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 TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:ldiopathic PAH

e Heritable PAH
¢ BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
¢ Drugs and toxins induced PAH
e PAH associated with:
e Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

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

operation 8 a.m. to 5 p.m. EST Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)
Clinical criteria:
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e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

e The condition must be PAH of WHO Functional Class IV severity at the time dual therapy is initiated, AND

e Patient must have failed to achieve/maintain WHO Functional Class Il status with at least one of the following PBS-
subsidised therapies: (i) endothelin receptor antagonist monotherapy, (ii) phosphodiesterase-5 inhibitor monotherapy, (iii)
prostanoid monotherapy, AND

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

PBS-subsidy does not cover 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.

PAH (WHO Group 1 pulmonary hypertension) is defined as follows:

(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure

(PAWP) less than or equal to 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.

The results and date of the RHC, ECHO and 6 MWT as applicable must be included in the patient's medical record. Where

a RHC cannot be performed on clinical grounds, the written confirmation of the reasons why must also be included in the

patient's medical record.

The maximum guantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Note Where a patient has had one PAH agent PBS-subsidised and the other non-PBS-subsidised, apply under this 'Initial 2'
restriction type for each agent individually. Transitioning of the non-PBS to PBS-subsidised supply will be subject to
restrictions in Initial 2.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

e Patient must have received PBS-subsidised dual combination therapy through one of the following treatment phase
restrictions: (i) Initial 1 for dual therapy, (ii) Initial 2 for dual therapy, (iii) 'Grandfather' treatment for dual therapy, with at
least one agent in the combination changing, AND

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil

PBS-subsidy does not cover 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 maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

o Patient must have received PBS-subsidised dual therapy through one of the following treatment phase restrictions: (i)
Initial 1 for dual therapy, (ii) Initial 2 for dual therapy (iii) ‘Grandfathered' treatment for dual therapy, with this agent in the
combination remaining unchanged from the most recent PBS-subsidised supply, AND

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.
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The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Note If this authority application is to continue dual therapy, but with a change in at least one agent, apply under the ‘Initial 3 (dual

therapy - change)' treatment phase restriction.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Triple therapy - Initial treatment or continuing treatment of triple combination therapy (including dual
therapy in lieu of triple therapy) that includes selexipag

Clinical criteria:

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) PBS-subsidised selexipag (referred to as 'triple therapy'); OR

e The treatment must form part of dual combination therapy consisting of either: (i) PBS-subsidised selexipag with one
endothelin receptor antagonist, (i) PBS-subsidised selexipag with one phosphodiesterase-5 inhibitor, as triple
combination therapy with selexipag-an endothelin receptor antagonist-a phoshodiesterase-5 inhibitor is not possible due
to an intolerance/contraindication to the endothelin receptor antagonist class/phosphodiesterase-5 inhibitor class
(referred to as 'dual therapy in lieu of triple therapy").

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

The authority application for selexipag must be approved prior to the authority application for this agent.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil.

PBS-subsidy does not cover 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.

PAH (WHO Group 1 pulmonary hypertension) is defined as follows:

(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure

(PAWP) less than or equal to 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.

The results and date of the RHC, ECHO and 6 MWT as applicable must be included in the patient's medical record. Where

a RHC cannot be performed on clinical grounds, the written confirmation of the reasons why must also be included in the

patient's medical record.

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

ambrisentan 10 mg tablet, 30

12180C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1892.36 2 Ambrisentan Mylan [AF] 2 Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]
ambrisentan 5 mg tablet, 30
12201E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1892.36 2 Ambrisentan Mylan [AF] 2 Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]
= BOSENTAN

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

at least 3 months following cessation of therapy.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Cessation of treatment (all patients)

Clinical criteria:

e Patient must be receiving PBS-subsidised treatment with this PAH agent, AND

e The treatment must be for the purpose of gradual dose reduction prior to ceasing therapy.
Treatment criteria:
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e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment. Treatment beyond 1

month will not be approved.

bosentan 62.5 mg tablet, 60

12143D Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 . . 309.94 2 Bosentan APO [GX] 2 Bosentan Cipla [LR]
@ BOSENTAN DR.REDDY'S [RI] 2 Bosentan Mylan [AF]
2 Bosentan RBX [RA] 2 BOSLEER [RW]

2 Tracleer [JC]

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

at least 3 months following cessation of therapy.

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

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

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

Note Authority applications for each agent in combination therapy should be made at the same time to reduce administrative
handling. However, dosing of each agent need not occur simultaneously to be considered as 'combination therapy'.

Note If this authority application is to continue dual therapy, but with a change in at least one agent, apply under the 'Initial 3 (dual
therapy - change)' treatment phase restriction.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

e Patient must have received PBS-subsidised dual therapy through one of the following treatment phase restrictions: (i)
Initial 1 for dual therapy, (ii) Initial 2 for dual therapy (iii) ‘Grandfathered' treatment for dual therapy, with this agent in the
combination remaining unchanged from the most recent PBS-subsidised supply, AND

¢ The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil

PBS-subsidy does not cover 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 maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
re