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Fees, Patient Contributions and

Safety Net Thresholds

The following fees, patient contributions and safety net thresholds apply as at 1 April 2024 and are included,

in prices published in the Schedule —

Dispensing Fees:

Additional Fees (for safety net prices):

Patient Co-payments:

Safety Net Thresholds:

Safety Net Card Issue Fee:

Ready-prepared

Dangerous drug fee

Extemporaneously-prepared

Allowable additional patient charge*

Ready-prepared

Extemporaneously-prepared

General

Concessional

General

Concessional

where applicable,

$8.37
$5.18
$10.41
$3.45

$1.40
$1.80

$31.60
$7.70

$1647.90
$277.20

$12.04

* 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 April 2024. The Schedule is updated on the first
day of each month and is available on the internet at www.pbs.gov.au.

Prescriber Bag

Advance Notices
1 May 2024
Deletion — Brand

13625D GlucaGen Hypokit (Germany), DZ — GLUCAGON HYDROCHLORIDE, glucagon hydrochloride 1 mg injection [1
vial] (&) inert substance diluent [1 mL syringe], 1 pack

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

1 July 2024
Deletion — Brand

12108G Asmol CFC-Free with dose counter, AF — SALBUTAMOL, salbutamol 100 microgram/actuation inhalation, 200
actuations

12108G Zempreon CFC-Free with dose counter, AL — SALBUTAMOL, salbutamol 100 microgram/actuation inhalation,
200 actuations

General Pharmaceutical Benefits

Additions
Addition — Item

14092Q EMPAGLIFLOZIN, empagliflozin 10 mg tablet, 30 (Jardiance)

13127X ETHOSUXIMIDE, ethosuximide 250 mg capsule, 56 (Ethosuximide Essential Generics (UK))

14087K INCLISIRAN, inclisiran 284 mg/1.5 mL injection, 1.5 mL syringe (Leqvio)

14101E INCLISIRAN, inclisiran 284 mg/1.5 mL injection, 1.5 mL syringe (Leqvio)

14091P METHOTREXATE, methotrexate 7.5 mg/0.15 mL injection, 0.15 mL syringe (Trexject)

14089M METHOTREXATE, methotrexate 10 mg/0.2 mL injection, 0.2 mL syringe (Trexject)

14102F METHOTREXATE, methotrexate 15 mg/0.3 mL injection, 0.3 mL syringe (Trexject)

14097Y METHOTREXATE, methotrexate 20 mg/0.4 mL injection, 0.4 mL syringe (Trexject)

14103G METHOTREXATE, methotrexate 25 mg/0.5 mL injection, 0.5 mL syringe (Trexject)

14088L NIRAPARIB, niraparib 100 mg capsule, 56 (Zejula)

14094T NIRAPARIB, niraparib 100 mg capsule, 56 (Zejula)

14098B NIRAPARIB, niraparib 100 mg capsule, 84 (Zejula)

14104H NIRAPARIB, niraparib 100 mg capsule, 84 (Zejula)

14093R TERIPARATIDE, teriparatide 250 microgram/mL injection, 2.4 mL pen device (Terrosa)
Addition - Brand

8200N Azithromycin Viatris, AL — AZITHROMYCIN, azithromycin 500 mg tablet, 2

8336R Azithromycin Viatris, AL — AZITHROMYCIN, azithromycin 500 mg tablet, 2

2460L Cefaclor SUN, RA — CEFACLOR, cefaclor 125 mg/5 mL powder for oral liquid, 100 mL
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5046N
2461M
5047P
1299J

5076E
1300K
5077F
8431R

8432T

11107N
11753N
11762C
11769K
11775R
11780B
11781C
11784F
117873
11880G
5443L
9111M
9113P
9115R
9123E
9172R
9174W
9176Y
9178C
11752M
11758W
11765F
11778X
11785G
11786H
11788K
11789L
11878E
5444M
9112N
9114Q
9116T
9124F
9173T

Cefaclor SUN, RA — CEFACLOR, cefaclor 125 mg/5 mL powder for oral liquid, 100 mL
Cefaclor SUN, RA — CEFACLOR, cefaclor 250 mg/5 mL powder for oral liquid, 75 mL
Cefaclor SUN, RA — CEFACLOR, cefaclor 250 mg/5 mL powder for oral liquid, 75 mL
Fenac EC, AL — DICLOFENAC, diclofenac sodium 25 mg enteric tablet, 50

Fenac EC, AL — DICLOFENAC, diclofenac sodium 25 mg enteric tablet, 50

Fenac EC, AL — DICLOFENAC, diclofenac sodium 50 mg enteric tablet, 50

Fenac EC, AL — DICLOFENAC, diclofenac sodium 50 mg enteric tablet, 50

Salflumix Easyhaler 250/50, OX — FLUTICASONE PROPIONATE + SALMETEROL, fluticasone propionate
250 microgram/actuation + salmeterol 50 microgram/actuation powder for inhalation, 60 actuations

Salflumix Easyhaler 500/50, OX — FLUTICASONE PROPIONATE + SALMETEROL, fluticasone propionate
500 microgram/actuation + salmeterol 50 microgram/actuation powder for inhalation, 60 actuations

FOSAPREPITANT MEDSURGE, DZ — FOSAPREPITANT, fosaprepitant 150 mg injection, 1 vial
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 100 mg tablet, 60
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30
Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30




9175X Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30

9177B Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30

9179D Imatinib Sandoz, SZ — IMATINIB, imatinib 400 mg tablet, 30

13435D Blooms Irbesartan, BG — IRBESARTAN, irbesartan 75 mg tablet, 30

8246B Blooms Irbesartan, BG — IRBESARTAN, irbesartan 75 mg tablet, 30

13380F Blooms Irbesartan, BG — IRBESARTAN, irbesartan 150 mg tablet, 30

8247C Blooms Irbesartan, BG — IRBESARTAN, irbesartan 150 mg tablet, 30

13564X Blooms Irbesartan, BG — IRBESARTAN, irbesartan 300 mg tablet, 30

8248D Blooms Irbesartan, BG — IRBESARTAN, irbesartan 300 mg tablet, 30

1629R Hydopa, AF — METHYLDOPA, methyldopa 250 mg tablet, 100

14000W  ARX-MYCOPHENOLATE, XT — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50

8650G ARX-MYCOPHENOLATE, XT — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50

8186W APO-OLANZAPINE, TX — OLANZAPINE, olanzapine 7.5 mg tablet, 28

10797G Parapane OSTEO, AF — PARACETAMOL, paracetamol 665 mg modified release tablet, 192

9393J APO-Pramipexole, TX — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 125 microgram tablet, 30
9394K APO-Pramipexole, TX — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 250 microgram tablet, 100
8456C APX-QUETIAPINE, TX — QUETIAPINE, quetiapine 25 mg tablet, 60

8458E APX-QUETIAPINE, TX — QUETIAPINE, quetiapine 200 mg tablet, 60

8580N APX-QUETIAPINE, TX — QUETIAPINE, quetiapine 300 mg tablet, 60

11276L TENOFOVIR/EMTRICITABINE 300/200 ARX, XT — TENOFOVIR DISOPROXIL + EMTRICITABINE, tenofovir
disoproxil fumarate 300 mg + emtricitabine 200 mg tablet, 30

Addition — Equivalence Indicator

11703Y Zarontin, IX — ETHOSUXIMIDE, ethosuximide 250 mg capsule, 100

1629R Aldomet, AS — METHYLDOPA, methyldopa 250 mg tablet, 100

12670W Terrosa, FX — TERIPARATIDE, teriparatide 250 microgram/mL injection, 2.4 mL cartridge
Addition — Note

11703Y ETHOSUXIMIDE, ethosuximide 250 mg capsule, 100 (Zarontin)

13783K OLAPARIB, olaparib 100 mg tablet, 56 (Lynparza)

13800H OLAPARIB, olaparib 150 mg tablet, 56 (Lynparza)

11416W PEGINTERFERON ALFA-2A, peginterferon alfa-2a 135 microgram/0.5 mL injection, 4 x 0.5 mL syringes
(Pegasys)

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

12670W  TERIPARATIDE, teriparatide 250 microgram/mL injection, 2.4 mL cartridge (Terrosa)

Deletions
Deletion — ltem

5263B METHYLPREDNISOLONE, methylprednisolone 40 mg injection, 5 vials (Methylpred)

8490W MORPHINE, morphine sulfate pentahydrate 20 mg modified release granules, 28 sachets (MS Contin
Suspension 20 mg)

8146R MORPHINE, morphine sulfate pentahydrate 30 mg modified release granules, 28 sachets (MS Contin
Suspension 30 mg)

8305D MORPHINE, morphine sulfate pentahydrate 60 mg modified release granules, 28 sachets (MS Contin
Suspension 60 mg)

8306E MORPHINE, morphine sulfate pentahydrate 100 mg modified release granules, 28 sachets (MS Contin
Suspension 100 mg)

120533 MORPHINE, morphine sulfate pentahydrate 200 mg modified release granules, 28 sachets (MS Contin
Suspension 200 mg)
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8454Y MORPHINE, morphine sulfate pentahydrate 200 mg modified release granules, 28 sachets (MS Contin
Suspension 200 mg)

2746M TROPISETRON, tropisetron 5 mg/5 mL injection, 5 mL ampoule (Tropisetron-AFT)
Deletion — Brand
1299J Fenac 25, AF — DICLOFENAC, diclofenac sodium 25 mg enteric tablet, 50
5076E Fenac 25, AF — DICLOFENAC, diclofenac sodium 25 mg enteric tablet, 50
1300K Fenac, AF — DICLOFENAC, diclofenac sodium 50 mg enteric tablet, 50
5077F Fenac, AF — DICLOFENAC, diclofenac sodium 50 mg enteric tablet, 50
10780J Eryc, YN — ERYTHROMYCIN, erythromycin 250 mg enteric capsule, 25
1404X Eryc, YN — ERYTHROMYCIN, erythromycin 250 mg enteric capsule, 25
3325B Eryc, YN — ERYTHROMYCIN, erythromycin 250 mg enteric capsule, 25
13848W  Aylide 1, AF — GLIMEPIRIDE, glimepiride 1 mg tablet, 30
8450R Aylide 1, AF — GLIMEPIRIDE, glimepiride 1 mg tablet, 30
13870B Aylide 2, AF — GLIMEPIRIDE, glimepiride 2 mg tablet, 30
8451T Aylide 2, AF — GLIMEPIRIDE, glimepiride 2 mg tablet, 30
14020X Aylide 3, AF — GLIMEPIRIDE, glimepiride 3 mg tablet, 30
8533D Aylide 3, AF — GLIMEPIRIDE, glimepiride 3 mg tablet, 30
14055R Aylide 4, AF — GLIMEPIRIDE, glimepiride 4 mg tablet, 30
8452W Aylide 4, AF — GLIMEPIRIDE, glimepiride 4 mg tablet, 30
10526B Ardix Lurasidone, RX — LURASIDONE, lurasidone hydrochloride 40 mg tablet, 30
10529E Ardix Lurasidone, RX — LURASIDONE, lurasidone hydrochloride 80 mg tablet, 30
2335X Pregabalin GH, GQ — PREGABALIN, pregabalin 75 mg capsule, 56
2355Y Pregabalin GH, GQ — PREGABALIN, pregabalin 150 mg capsule, 56
2893G Stemzine, AV — PROCHLORPERAZINE, prochlorperazine maleate 5 mg tablet, 25
5205Y Stemzine, AV — PROCHLORPERAZINE, prochlorperazine maleate 5 mg tablet, 25
11877D Risperidone generichealth, GQ — RISPERIDONE, risperidone 1 mg tablet, 60
11879F Risperidone generichealth, GQ — RISPERIDONE, risperidone 1 mg tablet, 60
3169T Risperidone generichealth, GQ — RISPERIDONE, risperidone 1 mg tablet, 60
8789N Risperidone generichealth, GQ — RISPERIDONE, risperidone 1 mg tablet, 60
3170W Risperidone generichealth, GQ — RISPERIDONE, risperidone 2 mg tablet, 60
9079W Risperidone generichealth, GQ — RISPERIDONE, risperidone 2 mg tablet, 60
3171X Risperidone generichealth, GQ — RISPERIDONE, risperidone 3 mg tablet, 60
10198R Vfend, PF — VORICONAZOLE, voriconazole 200 mg tablet, 56
9364W Vfend, PF — VORICONAZOLE, voriconazole 200 mg tablet, 56
Deletion — Equivalence Indicator
10780J Mayne Pharma Erythromycin, YT — ERYTHROMYCIN, erythromycin 250 mg enteric capsule, 25
1404X Mayne Pharma Erythromycin, YT — ERYTHROMYCIN, erythromycin 250 mg enteric capsule, 25
3325B Mayne Pharma Erythromycin, YT — ERYTHROMYCIN, erythromycin 250 mg enteric capsule, 25
Deletion — Note
13094E GILTERITINIB, gilteritinib 40 mg tablet, 84 (Xospata)
Deletion — Restriction
13094E GILTERITINIB, gilteritinib 40 mg tablet, 84 (Xospata)




Alterations
Alteration — Note

12613W  ALIROCUMAB, alirocumab 75 mg/mL injection, 2 x 1 mL pen devices (Praluent)

12604J ALIROCUMAB, alirocumab 150 mg/mL injection, 2 x 1 mL pen devices (Praluent)

12005W  CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
12040Q CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
12063X CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
12013G CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
12027B CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
12028C CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
11484K EVOLOCUMAB, evolocumab 140 mg/mL injection, 1 mL pen device (Repatha)

11485L EVOLOCUMAB, evolocumab 420 mg/3.5 mL injection, 3.5 mL cartridge (Repatha)

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

115213 GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi)

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

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

12628P LACOSAMIDE, lacosamide 10 mg/mL oral liquid, 200 mL (Vimpat)

14013M LACOSAMIDE, lacosamide 10 mg/mL oral liquid, 200 mL (Vimpat)

12626M LACOSAMIDE, lacosamide 50 mg tablet, 14 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

14049K LACOSAMIDE, lacosamide 50 mg tablet, 14 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

12634Y LACOSAMIDE, lacosamide 100 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

13839J LACOSAMIDE, lacosamide 100 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

12627N LACOSAMIDE, lacosamide 150 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

13838H LACOSAMIDE, lacosamide 150 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

12658F LACOSAMIDE, lacosamide 200 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

13949E LACOSAMIDE, lacosamide 200 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

11739W METHYLPREDNISOLONE, methylprednisolone 40 mg injection [1 chamber] (&) inert substance diluent [1 mL
chamber], 1 dual chamber vial (Solu-Medrol)

13736Y METHYLPREDNISOLONE, methylprednisolone (as sodium succinate) 40 mg powder for injection, 1 vial (Solu-
Medrone)

13089X NIRAPARIB, niraparib 100 mg capsule, 56 (Zejula)

13092C NIRAPARIB, niraparib 100 mg capsule, 84 (Zejula)

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

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

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

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

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

13792X  ACALABRUTINIB, acalabrutinib 100 mg tablet, 56 (CALQUENCE)

13810W  ACALABRUTINIB, acalabrutinib 100 mg tablet, 56 (CALQUENCE)
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12607M
12613W
12604J
12608N
12063X
12027B
11484K
11985T
11485L
11986W
8431R

8432T

11516D
115213

11538G
11560K
12628P
14013M
12626M

14049K

12634Y

13839J

12627N

13838H

12658F

13949E

13079J
13089X
13092C
13112D
13783K
13800H
8233H
1594X

5472B

ALIROCUMAB, alirocumab 75 mg/mL injection, 2 x 1 mL pen devices (Praluent)

ALIROCUMARB, alirocumab 75 mg/mL injection, 2 x 1 mL pen devices (Praluent)

ALIROCUMARB, alirocumab 150 mg/mL injection, 2 x 1 mL pen devices (Praluent)

ALIROCUMARB, alirocumab 150 mg/mL injection, 2 x 1 mL pen devices (Praluent)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL pen devices (Cimzia)
EVOLOCUMAB, evolocumab 140 mg/mL injection, 1 mL pen device (Repatha)

EVOLOCUMAB, evolocumab 140 mg/mL injection, 1 mL pen device (Repatha)

EVOLOCUMAB, evolocumab 420 mg/3.5 mL injection, 3.5 mL cartridge (Repatha)
EVOLOCUMAB, evolocumab 420 mg/3.5 mL injection, 3.5 mL cartridge (Repatha)

FLUTICASONE PROPIONATE + SALMETEROL, fluticasone propionate 250 microgram/actuation + salmeterol
50 microgram/actuation powder for inhalation, 60 actuations (Fluticasone Salmeterol Ciphaler 250/50, PAVTIDE
ACCUHALER 250/50, Salflumix Easyhaler 250/50, Seretide Accuhaler 250/50)

FLUTICASONE PROPIONATE + SALMETEROL, fluticasone propionate 500 microgram/actuation + salmeterol
50 microgram/actuation powder for inhalation, 60 actuations (Fluticasone Salmeterol Ciphaler 500/50, PAVTIDE
ACCUHALER 500/50, Salflumix Easyhaler 500/50, Seretide Accuhaler 500/50)

GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)
GOLIMUMARB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi)
GOLIMUMARB, golimumab 50 mg/0.5 mL injection, 0.5 mL pen device (Simponi)
GOLIMUMARB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)
LACOSAMIDE, lacosamide 10 mg/mL oral liquid, 200 mL (Vimpat)
LACOSAMIDE, lacosamide 10 mg/mL oral liquid, 200 mL (Vimpat)

LACOSAMIDE, lacosamide 50 mg tablet, 14 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

LACOSAMIDE, lacosamide 50 mg tablet, 14 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

LACOSAMIDE, lacosamide 100 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

LACOSAMIDE, lacosamide 100 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

LACOSAMIDE, lacosamide 150 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

LACOSAMIDE, lacosamide 150 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

LACOSAMIDE, lacosamide 200 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

LACOSAMIDE, lacosamide 200 mg tablet, 56 (Lacosam, Lacosamide ARX, Lacosamide Lupin, Lacosamide
Sandoz, Vimcosa, Vimpat)

NIRAPARIB, niraparib 100 mg capsule, 84 (Zejula)
NIRAPARIB, niraparib 100 mg capsule, 56 (Zejula)
NIRAPARIB, niraparib 100 mg capsule, 84 (Zejula)
NIRAPARIB, niraparib 100 mg capsule, 56 (Zejula)
OLAPARIB, olaparib 100 mg tablet, 56 (Lynparza)
OLAPARIB, olaparib 150 mg tablet, 56 (Lynparza)
ONDANSETRON, ondansetron 4 mg/5 mL oral liquid, 50 mL (Zofran syrup 50 mL)

ONDANSETRON, ondansetron 4 mg tablet, 10 (APO-Ondansetron, APX-Ondansetron, Ondansetron Mylan
Tablets, Ondansetron SZ, Ondansetron-DRLA, Zofran, Zotren 4)

ONDANSETRON, ondansetron 4 mg orally disintegrating tablet, 10 (APX-Ondansetron ODT, Ondansetron
Mylan ODT, Ondansetron ODT Lupin, Ondansetron ODT-DRLA, Ondansetron SZ ODT, Zotren ODT)




1595Y ONDANSETRON, ondansetron 8 mg tablet, 10 (APO-Ondansetron, APX-Ondansetron, Ondansetron Mylan
Tablets, Ondansetron SZ, Ondansetron-DRLA, Zofran, Zotren 8)

5473C ONDANSETRON, ondansetron 8 mg orally disintegrating tablet, 10 (APX-Ondansetron ODT, Ondansetron
Mylan ODT, Ondansetron ODT Lupin, Ondansetron ODT-DRLA, Ondansetron SZ ODT, Zotren ODT)

8412R ONDANSETRON, ondansetron 4 mg wafer, 10 (Zofran Zydis)

8413T ONDANSETRON, ondansetron 8 mg wafer, 10 (Zofran Zydis)

12321L SECUKINUMAB, secukinumab 150 mg/mL injection, 1 mL pen device (Cosentyx)
13343G UPADACITINIB, upadacitinib 15 mg modified release tablet, 28 (Rinvoq)

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

Alteration — Manufacturer Code

From To
13592J Atacand — CANDESARTAN, candesartan cilexetil 4 mg tablet, 30 AP LM
8295N Atacand — CANDESARTAN, candesartan cilexetil 4 mg tablet, 30 AP LM
13436E Atacand — CANDESARTAN, candesartan cilexetil 8 mg tablet, 30 AP LM
8296P Atacand — CANDESARTAN, candesartan cilexetil 8 mg tablet, 30 AP LM
13565Y Atacand — CANDESARTAN, candesartan cilexetil 16 mg tablet, 30 AP LM
8297Q Atacand — CANDESARTAN, candesartan cilexetil 16 mg tablet, 30 AP LM
13438G Atacand — CANDESARTAN, candesartan cilexetil 32 mg tablet, 30 AP LM
8889W Atacand — CANDESARTAN, candesartan cilexetil 32 mg tablet, 30 AP LM
13391T Atacand Plus 16/12.5 — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan AP LM
cilexetil 16 mg + hydrochlorothiazide 12.5 mg tablet, 30
8504N Atacand Plus 16/12.5 — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan AP LM
cilexetil 16 mg + hydrochlorothiazide 12.5 mg tablet, 30
13452B Atacand Plus 32/12.5 — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan AP LM
cilexetil 32 mg + hydrochlorothiazide 12.5 mg tablet, 30
9314F Atacand Plus 32/12.5 — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan AP LM
cilexetil 32 mg + hydrochlorothiazide 12.5 mg tablet, 30
13392W  Atacand Plus 32/25 —- CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan AP LM
cilexetil 32 mg + hydrochlorothiazide 25 mg tablet, 30
9315G Atacand Plus 32/25 - CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan AP LM
cilexetil 32 mg + hydrochlorothiazide 25 mg tablet, 30
2422L Carbamazepine Sandoz — CARBAMAZEPINE, carbamazepine 100 mg tablet, 100 SZ NM
5039F Carbamazepine Sandoz — CARBAMAZEPINE, carbamazepine 100 mg tablet, 100 Sz NM
1706T Carbamazepine Sandoz — CARBAMAZEPINE, carbamazepine 200 mg tablet, 100 SZ NM
1724R Carbamazepine Sandoz — CARBAMAZEPINE, carbamazepine 200 mg tablet, 100 SZ NM
13883Q Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 25 mg capsule, 30 Sz NM
8658Q Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 25 mg capsule, 30 Sz NM
13910D Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 50 mg capsule, 30 Sz NM
8659R Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 50 mg capsule, 30 Sz NM
13911E Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 100 mg capsule, 30 YA NM
8660T Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 100 mg capsule, 30 YA NM
3138E Clindamycin LU — CLINDAMYCIN, clindamycin 150 mg capsule, 24 LV XT
5057E Clindamycin LU — CLINDAMYCIN, clindamycin 150 mg capsule, 24 LV XT
13587D Fenocol — FENOFIBRATE, fenofibrate 145 mg tablet, 30 YC XT
9023X Fenocol — FENOFIBRATE, fenofibrate 145 mg tablet, 30 YC XT
10104T Ferinject — FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 500 mg/10 VL CS

mL injection, 10 mL vial
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11702X Ferinject — FERRIC CARBOXYMALTOSE, iron (as ferric carboxymaltose) 1 g/20 mL VL CS
injection, 20 mL vial

1824B FEMIN — MEFENAMIC ACID, mefenamic acid 250 mg capsule, 50 LI XT
1746X Febridol - PARACETAMOL, paracetamol 500 mg tablet, 100 EA XT
5196L Febridol - PARACETAMOL, paracetamol 500 mg tablet, 100 EA XT
5224Y Febridol - PARACETAMOL, paracetamol 500 mg tablet, 100 EA XT
8784H Febridol - PARACETAMOL, paracetamol 500 mg tablet, 100 EA XT
12764T Qinlock — RIPRETINIB, ripretinib 50 mg tablet, 90 TS ZB
9009E Velabine — VINORELBINE, vinorelbine 20 mg capsule, 1 LI XT
9010F Velabine — VINORELBINE, vinorelbine 30 mg capsule, 1 LI XT
Alteration — Maximum Quantity

From To

13300B CHORIOGONADOTROPIN ALFA, choriogonadotropin alfa 250 microgram/0.5 mL 1 4

injection, 0.5 mL pen device (Ovidrel)

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

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

Further information on Supply Only arrangements is available at https://www.pbs.gov.au/browse/medicine-listing/supply-only
Supply Only Commencing 1 April 2024
12704P DARATUMUMARB, daratumumab 1.8 g/15 mL injection, 15 mL vial (Darzalex SC)
8485N ESTRADIOL, estradiol 25 microgram/24 hours patch, 4 (Climara 25)
8125P ESTRADIOL, estradiol 50 microgram/24 hours patch, 4 (Climara 50)
8486P ESTRADIOL, estradiol 75 microgram/24 hours patch, 4 (Climara 75)
8126Q ESTRADIOL, estradiol 100 microgram/24 hours patch, 4 (Climara 100)
12645M  OBETICHOLIC ACID, obeticholic acid 5 mg tablet, 30 (Ocaliva)
12631T OBETICHOLIC ACID, obeticholic acid 10 mg tablet, 30 (Ocaliva)
2167C RETINOL PALMITATE + PARAFFIN, retinol palmitate 0.0138% + paraffin eye ointment, 5 g (VitA-POS)
2202X RETINOL PALMITATE + PARAFFIN, retinol palmitate 0.0138% + paraffin eye ointment, 5 g (VitA-POS)
2222Y RETINOL PALMITATE + PARAFFIN, retinol palmitate 0.0138% + paraffin eye ointment, 5 g (VitA-POS)

Advance Notices
1 May 2024
Deletion — Brand

5484P GA express 15, VF — AMINO ACID FORMULA WITH VITAMINS AND MINERALS WITHOUT LYSINE AND
LOW IN TRYPTOPHAN, amino acid formula with vitamins and minerals without lysine and low in tryptophan
powder for oral liquid, 30 x 25 g sachets

13532F Norvapine, ED — AMLODIPINE, amlodipine 5 mg tablet, 30
13562T Norvapine, ED — AMLODIPINE, amlodipine 10 mg tablet, 30
2751T Norvapine, ED — AMLODIPINE, amlodipine 5 mg tablet, 30
2752W Norvapine, ED — AMLODIPINE, amlodipine 10 mg tablet, 30

13179P Amoxicillin and clavulanate potassium tablets, USP 875 mg/125 mg (Aurobindo — Pro Pharmaceuticals), QY —
AMOXICILLIN + CLAVULANIC ACID, amoxicillin 875 mg + clavulanic acid 125 mg tablet, 20

13179P Amoxicillin and clavulanate potassium tablets, USP 875 mg/125 mg (Micro Labs), QZ — AMOXICILLIN +
CLAVULANIC ACID, amoxicillin 875 mg + clavulanic acid 125 mg tablet, 20

13190F Amoxicillin and clavulanate potassium tablets, USP 875 mg/125 mg (Aurobindo — Pro Pharmaceuticals), QY —
AMOXICILLIN + CLAVULANIC ACID, amoxicillin 875 mg + clavulanic acid 125 mg tablet, 20



/browse/medicine-listing/supply-only

13190F Amoxicillin and clavulanate potassium tablets, USP 875 mg/125 mg (Micro Labs), QZ — AMOXICILLIN +
CLAVULANIC ACID, amoxicillin 875 mg + clavulanic acid 125 mg tablet, 20

13194K Amoxicillin and clavulanate potassium tablets, USP 875 mg/125 mg (Aurobindo — Pro Pharmaceuticals), QY —
AMOXICILLIN + CLAVULANIC ACID, amoxicillin 875 mg + clavulanic acid 125 mg tablet, 20

13194K Amoxicillin and clavulanate potassium tablets, USP 875 mg/125 mg (Micro Labs), QZ — AMOXICILLIN +
CLAVULANIC ACID, amoxicillin 875 mg + clavulanic acid 125 mg tablet, 20

8361C Capecitabine-DRLA, RZ — CAPECITABINE, capecitabine 150 mg tablet, 60

5502N Poly Gel, AQ —- CARBOMER-974P, carbomer-974P 0.3% eye gel, 30 x 500 mg ampoules
8514D Poly Gel, AQ —- CARBOMER-974P, carbomer-974P 0.3% eye gel, 30 x 500 mg ampoules
13278W Keforal, QY — CEFALEXIN, cefalexin 250 mg/5 mL powder for oral liquid, 100 mL
13285F Keforal, QY — CEFALEXIN, cefalexin 250 mg/5 mL powder for oral liquid, 100 mL
11191B Zinnat, AS — CEFUROXIME, cefuroxime 125 mg/5 mL powder for oral liquid, 100 mL
11192C Zinnat, AS — CEFUROXIME, cefuroxime 125 mg/5 mL powder for oral liquid, 100 mL

5521N Bion Tears, AQ — DEXTRAN-70 + HYPROMELLOSE, dextran-70 0.1% + hypromellose 0.3% eye drops, 28 x
0.4 mL ampoules

8299T Bion Tears, AQ — DEXTRAN-70 + HYPROMELLOSE, dextran-70 0.1% + hypromellose 0.3% eye drops, 28 X
0.4 mL ampoules

1438Q Flarex, NV — FLUOROMETHOLONE ACETATE, fluorometholone acetate 0.1% eye drops, 5 mL
5533F Flarex, NV — FLUOROMETHOLONE ACETATE, fluorometholone acetate 0.1% eye drops, 5 mL

13612K GlucaGen Hypokit (Germany), DZ — GLUCAGON HYDROCHLORIDE, glucagon hydrochloride 1 mg injection [1
vial] (&) inert substance diluent [1 mL syringe], 1 pack

13614M GlucaGen Hypokit (Germany), DZ — GLUCAGON HYDROCHLORIDE, glucagon hydrochloride 1 mg injection [1
vial] (&) inert substance diluent [1 mL syringe], 1 pack

13279X Minoxidil 10 mg (Roma Pharmaceuticals), OJ — MINOXIDIL, minoxidil 10 mg tablet, 60

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

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

3172y Risperidone generichealth, GQ — RISPERIDONE, risperidone 4 mg tablet, 60

11296M Tenofovir Disoproxil Emtricitabine Mylan 300/200, AF — TENOFOVIR DISOPROXIL + EMTRICITABINE,
tenofovir disoproxil maleate 300 mg + emtricitabine 200 mg tablet, 30

13913G Topamax, JC — TOPIRAMATE, topiramate 50 mg tablet, 60

13969F Topamax, JC — TOPIRAMATE, topiramate 25 mg tablet, 60

14008G Topamax, JC — TOPIRAMATE, topiramate 100 mg tablet, 60

14009H Topamax, JC — TOPIRAMATE, topiramate 200 mg tablet, 60

8163P Topamax, JC — TOPIRAMATE, topiramate 25 mg tablet, 60

8164Q Topamax, JC — TOPIRAMATE, topiramate 50 mg tablet, 60

8165R Topamax, JC — TOPIRAMATE, topiramate 100 mg tablet, 60

8166T Topamax, JC — TOPIRAMATE, topiramate 200 mg tablet, 60

10785P Trimethoprim Mylan, AL — TRIMETHOPRIM, trimethoprim 300 mg tablet, 7
2666H Trimethoprim Mylan, AL — TRIMETHOPRIM, trimethoprim 300 mg tablet, 7
292271 Trimethoprim Mylan, AL — TRIMETHOPRIM, trimethoprim 300 mg tablet, 7

1 June 2024
Deletion — Brand

12114N Ceftriaxone Alphapharm, AF — CEFTRIAXONE, ceftriaxone 1 g injection, 10 vials

1788D Ceftriaxone Alphapharm, AF — CEFTRIAXONE, ceftriaxone 1 g injection, 5 vials

1357K Dosulepin Mylan, AL — DOSULEPIN (DOTHIEPIN), dosulepin (dothiepin) hydrochloride 25 mg capsule, 50
13369P Enalapril generichealth, GQ — ENALAPRIL, enalapril maleate 5 mg tablet, 30
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13465Q
1368B
1370D

1 July 2024

Enalapril generichealth, GQ — ENALAPRIL, enalapril maleate 10 mg tablet, 30
Enalapril generichealth, GQ — ENALAPRIL, enalapril maleate 10 mg tablet, 30
Enalapril generichealth, GQ — ENALAPRIL, enalapril maleate 5 mg tablet, 30

Deletion — Brand

12117R
12826C
8717T
13468W
13495G
8213G
8215J
11169W
12112L
12109H

12109H

Calquence, AP — ACALABRUTINIB, acalabrutinib 100 mg capsule, 56
Calquence, AP — ACALABRUTINIB, acalabrutinib 100 mg capsule, 56

Aripic Aripiprazole, LR — ARIPIPRAZOLE, aripiprazole 10 mg tablet, 30
Atorvastatin GH, GQ — ATORVASTATIN, atorvastatin 40 mg tablet, 30
Atorvastatin GH, GQ — ATORVASTATIN, atorvastatin 10 mg tablet, 30
Atorvastatin GH, GQ — ATORVASTATIN, atorvastatin 10 mg tablet, 30
Atorvastatin GH, GQ — ATORVASTATIN, atorvastatin 40 mg tablet, 30
Ceftriaxone Alphapharm, AF — CEFTRIAXONE, ceftriaxone 2 g injection, 5 vials
Ceftriaxone Alphapharm, AF — CEFTRIAXONE, ceftriaxone 2 g injection, 10 vials

Asmol CFC-Free with dose counter, AF — SALBUTAMOL, salbutamol 100 microgram/actuation inhalation, 200
actuations

Zempreon CFC-Free with dose counter, AL — SALBUTAMOL, salbutamol 100 microgram/actuation inhalation,
200 actuations

1 August 2024
Deletion — Brand

13884R
14000W
8649F
8650G

CellCept, RO — MYCOPHENOLATE, mycophenolate mofetil 250 mg capsule, 100
CellCept, RO — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50
CellCept, RO — MYCOPHENOLATE, mycophenolate mofetil 250 mg capsule, 100
CellCept, RO — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50

Palliative Care

Additions

Addition — Brand

10796F

Deletions

Parapane OSTEO, AF — PARACETAMOL, paracetamol 665 mg modified release tablet, 192

Deletion — ltem

125283

12488G

12536T

12495P

12505E

MORPHINE, morphine sulfate pentahydrate 20 mg modified release granules, 28 sachets (MS Contin
Suspension 20 mg)

MORPHINE, morphine sulfate pentahydrate 30 mg modified release granules, 28 sachets (MS Contin
Suspension 30 mg)

MORPHINE, morphine sulfate pentahydrate 60 mg modified release granules, 28 sachets (MS Contin
Suspension 60 mg)

MORPHINE, morphine sulfate pentahydrate 100 mg modified release granules, 28 sachets (MS Contin
Suspension 100 mg)

MORPHINE, morphine sulfate pentahydrate 200 mg modified release granules, 28 sachets (MS Contin
Suspension 200 mg)

Highly Specialised Drugs Program (Private Hospital)

Additions

Addition - Item

14090N
14096X

NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza)
NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza)
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Addition — Brand
6209T ARX-MYCOPHENOLATE, XT — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50
13814C Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 1 mg capsule, 21
13811X Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 2 mg capsule, 21
Addition — Note
6439X PEGINTERFERON ALFA-2A, peginterferon alfa-2a 135 microgram/0.5 mL injection, 4 x 0.5 mL syringes

(Pegasys)
6449K PEGINTERFERON ALFA-2A, peginterferon alfa-2a 180 microgram/0.5 mL injection, 4 x 0.5 mL syringes
(Pegasys)
Deletions

Deletion — Note
11031N RIOCIGUAT, riociguat 500 microgram tablet, 42 (Adempas)
11028K RIOCIGUAT, riociguat 1 mg tablet, 42 (Adempas)
11046J RIOCIGUAT, riociguat 1.5 mg tablet, 42 (Adempas)
11045H RIOCIGUAT, riociguat 2 mg tablet, 42 (Adempas)
11052Q RIOCIGUAT, riociguat 2.5 mg tablet, 42 (Adempas)
13105R SELINEXOR, selinexor 20 mg tablet, 32 (Xpovio)

Deletion — Restriction
13105R SELINEXOR, selinexor 20 mg tablet, 32 (Xpovio)

Alterations
Alteration — Note

11476B NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza)
Alteration — Restriction

11476B NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza)

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

12609P RISDIPLAM, risdiplam 750 microgram/mL powder for oral liquid, 80 mL (Evrysdi)
Alteration — Manufacturer Code

From To
12201E PULMORIS — AMBRISENTAN, ambrisentan 5 mg tablet, 30 YC XT
9648T PULMORIS — AMBRISENTAN, ambrisentan 5 mg tablet, 30 YC XT
12180C PULMORIS — AMBRISENTAN, ambrisentan 10 mg tablet, 30 YC XT
9649W PULMORIS — AMBRISENTAN, ambrisentan 10 mg tablet, 30 YC XT
6352H Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 25 mg capsule, 30 Sz NM
6353J Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 50 mg capsule, 30 Sz NM
6354K Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 100 mg capsule, 30 Sz NM

Advance Notices
1 June 2024
Deletion — Brand

12201E Ambrisentan Mylan, AF — AMBRISENTAN, ambrisentan 5 mg tablet, 30
9648T Ambrisentan Mylan, AF — AMBRISENTAN, ambrisentan 5 mg tablet, 30

1 August 2024
Deletion — Brand

6208R CellCept, RO — MYCOPHENOLATE, mycophenolate mofetil 250 mg capsule, 100
6209T CellCept, RO — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50
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Highly Specialised Drugs Program (Public Hospital)

Additions
Addition = Iltem

14095W NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza)
14099C NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza)
Addition — Brand

9502D ARX-MYCOPHENOLATE, XT — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50

13803L Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 1 mg capsule, 21
13788Q Pomalidomide Sandoz, SZ — POMALIDOMIDE, pomalidomide 2 mg capsule, 21
Addition — Note

9515T PEGINTERFERON ALFA-2A, peginterferon alfa-2a 135 microgram/0.5 mL injection, 4 x 0.5 mL syringes

(Pegasys)
9516W PEGINTERFERON ALFA-2A, peginterferon alfa-2a 180 microgram/0.5 mL injection, 4 x 0.5 mL syringes
(Pegasys)
Deletions

Deletion — Note
11040C RIOCIGUAT, riociguat 500 microgram tablet, 42 (Adempas)
11054T RIOCIGUAT, riociguat 1 mg tablet, 42 (Adempas)
11047K RIOCIGUAT, riociguat 1.5 mg tablet, 42 (Adempas)
11038Y RIOCIGUAT, riociguat 2 mg tablet, 42 (Adempas)
11057Y RIOCIGUAT, riociguat 2.5 mg tablet, 42 (Adempas)
13104Q SELINEXOR, selinexor 20 mg tablet, 32 (Xpovio)

Deletion — Restriction
13104Q SELINEXOR, selinexor 20 mg tablet, 32 (Xpovio)

Alterations
Alteration — Note

11378W NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza)
Alteration — Restriction

11378W NUSINERSEN, nusinersen 12 mg/5 mL intrathecal injection, 5 mL vial (Spinraza)

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

12606L RISDIPLAM, risdiplam 750 microgram/mL powder for oral liquid, 80 mL (Evrysdi)

Alteration — Manufacturer Code

12212R PULMORIS — AMBRISENTAN, ambrisentan 5 mg tablet, 30

5607D PULMORIS — AMBRISENTAN, ambrisentan 5 mg tablet, 30

12186J PULMORIS — AMBRISENTAN, ambrisentan 10 mg tablet, 30

5608E PULMORIS — AMBRISENTAN, ambrisentan 10 mg tablet, 30

5634M Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 25 mg capsule, 30
5635N Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 50 mg capsule, 30
5636P Cyclosporin Sandoz — CICLOSPORIN, ciclosporin 100 mg capsule, 30

Advance Notices
1 June 2024
Deletion — Brand

12212R Ambrisentan Mylan, AF — AMBRISENTAN, ambrisentan 5 mg tablet, 30
5607D Ambrisentan Mylan, AF — AMBRISENTAN, ambrisentan 5 mg tablet, 30

From
YC
YC
YC
YC
Sz
Sz
Sz

To

XT
XT
XT
XT
NM
NM
NM
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1 August 2024
Deletion — Brand

9501C CellCept, RO — MYCOPHENOLATE, mycophenolate mofetil 250 mg capsule, 100
9502D CellCept, RO — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50

Highly Specialised Drugs Program (Community Access)

Additions
Addition — Brand

10347N TENOFOVIR/EMTRICITABINE 300/200 ARX, XT — TENOFOVIR DISOPROXIL + EMTRICITABINE, tenofovir
disoproxil fumarate 300 mg + emtricitabine 200 mg tablet, 30

Deletions
Deletion = Item

10305J ABACAVIR + LAMIVUDINE + ZIDOVUDINE, abacavir 300 mg + lamivudine 150 mg + zidovudine 300 mg
tablet, 60 (Trizivir)

10337C FOSAMPRENAVIR, fosamprenavir 700 mg tablet, 60 (Telzir)
10285H LOPINAVIR + RITONAVIR, lopinavir 100 mg + ritonavir 25 mg tablet, 60 (Kaletra)

Advance Notices
1 May 2024
Deletion — Brand

11149T Tenofovir Disoproxil Emtricitabine Mylan 300/200, AF — TENOFOVIR DISOPROXIL + EMTRICITABINE,
tenofovir disoproxil maleate 300 mg + emtricitabine 200 mg tablet, 30

1 June 2024
Deletion — Brand

10284G Lamivudine 150 mg + Zidovudine 300 mg Alphapharm, AF — LAMIVUDINE + ZIDOVUDINE, lamivudine 150 mg
+ zidovudine 300 mg tablet, 60

Growth Hormone Program

Deletions
Deletion — Note

13116H MECASERMIN, mecasermin 10 mg/mL injection, 4 mL vial (Increlex)
Deletion — Restriction

13116H MECASERMIN, mecasermin 10 mg/mL injection, 4 mL vial (Increlex)
Supply Only

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

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

Further information on Supply Only arrangements is available at https://www.pbs.gov.au/browse/medicine-listing/supply-only

Supply Only Commencing 1 April 2024

9604L SOMATROPIN, somatropin 10 mg/2 mL injection, 2 mL cartridge (NutropinAq)
104383 SOMATROPIN, somatropin 10 mg/2 mL injection, 2 mL cartridge (NutropinAq)
10478L SOMATROPIN, somatropin 10 mg/2 mL injection, 2 mL cartridge (NutropinAq)
11650E SOMATROPIN, somatropin 10 mg/2 mL injection, 2 mL cartridge (NutropinAq)
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Repatriation Pharmaceutical Benefits

Alterations
Alteration — Manufacturer Code

10582Y Febridol - PARACETAMOL, paracetamol 500 mg tablet, 100
10585D Febridol - PARACETAMOL, paracetamol 500 mg tablet, 100

From
EA
EA

To
XT
XT
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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 Services Australia at www.servicesaustralia.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 Services Australia 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:
e the patient’s cirrhotic status (non-cirrhotic or cirrhotic)

e details of the previous treatment regimen (only for requests for sofosbuvir + velpatasvir + voxilaprevir (Vosevi®) or
glecaprevir + pibrentasvir (Maviret®) for 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:

e 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

o 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] 1
OR

GLECAPREVIR + PIBRENTASVIR
[8 or 12 or 16 weeks] 2

HEPATITIS C — CIRRHOTIC PATIENTS

TREATMENT NAIVE TREATMENT EXPERIENCED
All genotypes  SOFOSBUVIR + VELPATASVIR [12 weeks] * * SOFOSBUVIR + VELPATASVIR [12 weeks] 3 4
(Pan-genotypic  OR OR
regimens) GLECAPREVIR + PIBRENTASVIR SOFOSBUVIR + VELPATASVIR +
[12 weeks] VOXILAPREVIR [12 weeks] 1
OR
GLECAPREVIR + PIBRENTASVIR [12 or 16 weeks]
5

1 SOFOSBUVIR + VELPATASVIR + VOXILAPREVIR [12 weeks] only for patients who have failed an NS5A inhibitor.
2 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;
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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.

3. SOFOSBUVIR + VELPATASVIR [12 weeks] for patients with decompensated cirrhosis. Use in combination with ribavirin.
4 SOFOSBUVIR + VELPATASVIR [12 weeks] for patients with genotype 3 infection with compensated cirrhosis. Consider
addition of ribavirin.

5 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 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.
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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 . . 21888.37  Revestive [TK]

» TEDUGLUTIDE

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

Type Il Short bowel syndrome with intestinal failure

Treatment Phase: 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, 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; OR

e The treatment must be resuming after a break in therapy, but before the break in therapy occurred, a reduction in
parenteral support relative to baseline had been occurring to an extent as stated as above.

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 1V fluids) per week to meet caloric, fluid or electrolyte needs over a 4

week timeframe that best represents the average of the preceding 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 a 4 week

timeframe that best represents the average of the preceding treatment period.

From 1 September 2021
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ALIMENTARY TRACT AND METABOLISM

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 a 4 week timeframe)

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.

Where treatment is resuming after a break in treatment with this drug, state parenteral support days/volume values as
occurring prior to the break instead of current values.

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).

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

1 5 . 21888.37  Revestive [TK]

» TEDUGLUTIDE

Note A patient may only qualify for PBS-subsidised treatment under this restriction once in a lifetime.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional
Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required

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

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

o 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 any given 4 week period prior to this authority application. For a patient yet to turn 18 years of

age, both (i) and (ii) may be supplied, but provide at least (i).

Assessment of treatment response/non-response in the '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:
(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).
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BLOOD AND BLOOD FORMING ORGANS

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

1 11 . 21888.37  Revestive [TK]

BLOOD AND BLOOD FORMING ORGANS

ANTIHEMORRHAGICS

VITAMIN K AND OTHER HEMOSTATICS
Other systemic hemostatics

» AVATROMBOPAG

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 - New patient
Clinical criteria:
e The condition must be severe chronic immune (idiopathic) thrombocytopenic purpura (ITP), AND
e Patient must have failed to achieve an adequate response to, or be intolerant to, corticosteroid therapy, AND
o Patient must have failed to achieve an adequate response to, or be intolerant to, immunoglobulin therapy, AND
e The treatment must be the sole PBS-subsidised thrombopoietin receptor agonist (TRA) for this condition.
The following criteria indicate failure to achieve an adequate response to corticosteroid and/or immunoglobulin therapy and
must be demonstrated at the time of initial application;
(a) a platelet count of less than or equal to 20,000 million per L; OR
(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a
history of significant bleeding in this platelet range.
The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:
(a) details of a platelet count supporting the diagnosis of ITP.
All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) A completed authority prescription form; and
(ii) A completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
The platelet count must be no more than 4 weeks old at the time of application and must be documented in the patient's
medical records.
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

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

e Patient must have demonstrated a sustained platelet response to PBS-subsidised treatment with this drug for this
condition under the Initial treatment or Grandfather treatment restriction if the patient has not had a treatment break,
confirmed through a pathology report from an Approved Pathology Authority; OR

e Patient must have changed treatment from either romiplostim or eltrombopag to this drug under the Balance of
Supply/Change of Therapy restriction and demonstrated a sustained response; 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, confirmed through a pathology report from an Approved Pathology
Authority, AND

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

For the purposes of this restriction, a sustained response is defined as the patient having the ability to maintain a platelet

count sufficient to prevent clinically significant bleeding based on clinical assessment.
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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 and must be documented in the patient's medical records.

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

Authority required

Severe thrombocytopenia

Treatment Phase: Second or Subsequent Continuing treatment

Clinical criteria:

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

e 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

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

The platelet count must be no more than 4 weeks old at the time of application and must be documented in the patient's
medical records.

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

Authority required

Severe thrombocytopenia

Treatment Phase: Balance of supply or change of therapy

Clinical criteria:

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

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

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial treatment restriction; OR

e 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; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Second or Subsequent
Continuing treatment restriction; OR

e Patient must have received insufficient therapy with this drug for this condition under the Grandfather treatment
restriction; OR

e Patient must be changing therapy from romiplostim or eltrombopag to this drug for this condition, AND

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

Patients receiving treatment with romiplostim or eltrombopag may change to avatrombopag under this restriction.

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

Authority required

Severe thrombocytopenia

Treatment Phase: Grandfather treatment

Clinical criteria:

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

o Patient must have previously received non-PBS-subsidised treatment with this drug for this condition prior to 1 July 2023,
AND

e Patient must have failed to achieve an adequate response to, or be intolerant to, corticosteroid therapy prior to initiating
non-PBS-subsidised treatment with this drug for this condition, AND

e Patient must have failed to achieve an adequate response to, or be intolerant to, immunoglobulin therapy prior to
initiating non-PBS-subsidised treatment with this drug for this condition, AND

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

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

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(a) details of a platelet count supporting the diagnosis of ITP.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

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

The following criteria indicate failure to achieve an adequate response to corticosteroid and/or immunoglobulin therapy and
must be demonstrated at the time of initial application;

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

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

The platelet count must have been no more than 4 weeks old at the time that non-PBS-subsidised treatment with this drug
was initiated and must be documented in the patient's medical records.
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For the purposes of this restriction, a sustained response is defined as the patient having the ability to maintain a platelet
count sufficient to prevent clinically significant bleeding based on clinical assessment.

A Grandfathered patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-
subsidised treatment, a Grandfathered patient must qualify under the First Continuing treatment or Re-initiation of
interrupted continuing treatment criteria.

Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

avatrombopag 20 mg tablet, 30
13317X Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 2649.43 Doptelet [ZO]

» 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 - New patient

Clinical criteria:

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

¢ Patient must have failed to achieve an adequate response to, or be intolerant to, corticosteroid therapy, AND

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

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

The following criteria indicate failure to achieve an adequate response to corticosteroid and/or immunoglobulin therapy and
must be demonstrated at the time of initial application;

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

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

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(a) details of a platelet count supporting the diagnosis of ITP.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

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

The platelet count must be no more than 4 weeks old at the time of application and must be documented in the patient's
medical records.

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

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

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
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e 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, confirmed through a pathology
report from an Approved Pathology Authority; OR

¢ Patient must have changed treatment from either romiplostim or avatrombopag to this drug under the Balance of
Supply/Change of therapy restriction and demonstrated a sustained response; OR

e 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, confirmed through a pathology report from an Approved Pathology
Authority, AND

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

For the purposes of this restriction, a sustained response is defined as the patient having the ability to maintain a platelet

count sufficient to prevent clinically significant bleeding based on clinical assessment.

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 and must be documented in the patient's medical records.

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

Authority required

Severe thrombocytopenia

Treatment Phase: Second or Subsequent Continuing treatment

Clinical criteria:

¢ 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.

The platelet count must be no more than 4 weeks old at the time of application and must be documented in the patient's
medical records.

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

Authority required

Severe thrombocytopenia

Treatment Phase: Balance of supply or change of therapy

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

e Patient must have received insufficient therapy with this drug for this condition under the Initial treatment restriction; 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; OR

e Patient must have received insufficient therapy with this drug for this condition under the Second or Subsequent
Continuing treatment restriction; OR

¢ Patient must be changing therapy from romiplostim or avatrombopag to this drug for this condition, AND

¢ The treatment must provide no more than the balance of up to 24 weeks treatment under this restriction.

Patients receiving treatment with romiplostim or avatrombopag may change to eltrombopag under this restriction.

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

eltrombopag 25 mg tablet, 28
5827Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 1276.49 Revolade [NV]

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

Authority required

Severe thrombocytopenia

Treatment Phase: Initial treatment - New patient

Clinical criteria:

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

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

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

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

The following criteria indicate failure to achieve an adequate response to corticosteroid and/or immunoglobulin therapy and
must be demonstrated at the time of initial application;

(a) a platelet count of less than or equal to 20,000 million per L; OR
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(b) a platelet count of 20,000 million to 30,000 million per L, where the patient is experiencing significant bleeding or has a
history of significant bleeding in this platelet range.

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(a) details of a platelet count supporting the diagnosis of ITP.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

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

The platelet count must be no more than 4 weeks old at the time of application and must be documented in the patient's
medical records.

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

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe thrombocytopenia

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

Clinical criteria:

¢ 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, confirmed through a pathology
report from an Approved Pathology Authority; OR

e Patient must have changed treatment from either romiplostim or avatrombopag to this drug under the Balance of
Supply/Change of therapy restriction and demonstrated a sustained response; OR

e 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, confirmed through a pathology report from an Approved Pathology
Authority, AND

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

For the purposes of this restriction, a sustained response is defined as the patient having the ability to maintain a platelet

count sufficient to prevent clinically significant bleeding based on clinical assessment.

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 and must be documented in the patient's medical records.

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

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

Authority required

Severe thrombocytopenia

Treatment Phase: Second or Subsequent Continuing treatment

Clinical criteria:

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

e 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.
The platelet count must be no more than 4 weeks old at the time of application and must be documented in the patient's
medical records.

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

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

Authority required

Severe thrombocytopenia

Treatment Phase: Balance of supply or change of therapy

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

e Patient must have received insufficient therapy with this drug for this condition under the Initial treatment restriction; OR
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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; OR

o Patient must have received insufficient therapy with this drug for this condition under the Second or Subsequent
Continuing treatment restriction; OR

o Patient must be changing therapy from romiplostim or avatrombopag to this drug for this condition, AND

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

Patients receiving treatment with romiplostim or avatrombopag may change to eltrombopag under this restriction.

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

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

1 5 . 2504.61 Revolade [NV]

» ROMIPLOSTIM

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

Authority required

Severe thrombocytopenia

Treatment Phase: Initial treatment - New patient

Clinical criteria:

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

« Patient must have failed to achieve an adequate response to, or be intolerant to, corticosteroid therapy, AND

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

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

The following criteria indicate failure to achieve an adequate response to corticosteroid and/or immunoglobulin therapy and
must be demonstrated at the time of initial application;

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

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

The medical practitioner should request 1 vial of the appropriate strength, to titrate therapy based on the weight of the
patient. A maximum of 5 repeats will be authorised.

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, may be requested under
the Balance of supply or change of therapy restriction. The total period of treatment authorised under this restriction must
not exceed 24 weeks.

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

The authority application must be made via the online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(a) details of a platelet count supporting the diagnosis of ITP.

All reports must be documented in the patient's medical records.

If the application is submitted through HPOS form upload or mail, it must include:

(i) A completed authority prescription form; and

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

The platelet count must be no more than 4 weeks old at the time of application and must be documented in the patient's
medical records.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

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, confirmed through a pathology
report from an Approved Pathology Authority; OR
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e Patient must have changed treatment from either eltrombopag or avatrombopag to this drug under the Balance of
Supply/Change of therapy restriction and demonstrated a sustained response; 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, confirmed through a pathology report from an Approved Pathology
Authority, AND

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

For the purposes of this restriction, a sustained response is defined as the patient having the ability to maintain a platelet

count sufficient to prevent clinically significant bleeding based on clinical assessment.

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

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 and must be documented in the patient's medical records.

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

Authority required

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.

The platelet count must be no more than 4 weeks old at the time of application and must be documented in the patient's
medical records.

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 Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Authority required
Severe thrombocytopenia
Treatment Phase: Balance of supply or change of therapy
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
e Patient must have received insufficient therapy with this drug for this condition under the Initial treatment restriction; 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; OR
o Patient must have received insufficient therapy with this drug for this condition under the Second or Subsequent
Continuing treatment restriction; OR

¢ Patient must be changing therapy from eltrombopag or avatrombopag to this drug for this condition, AND
¢ The treatment must provide no more than the balance of up to 24 weeks treatment under this restriction.
Patients receiving treatment with eltrombopag or avatrombopag may change to romiplostim under this restriction.

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

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

1 5 . 522.25 Nplate [AN]

romiplostim 500 microgram injection, 1 vial
09699 Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 1036.14  Nplate [AN]

® ANTIANEMIC PREPARATIONS

OTHER ANTIANEMIC PREPARATIONS
Other antianemic preparations

= DARBEPOETIN ALFA
Authority required (STREAMLINED)

9688
Anaemia associated with intrinsic renal disease
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Clinical criteria:
e Patient must require transfusion, AND
¢ 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 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 . *1699.49  Aranesp SureClick [AN]

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

2 5 . *1699.53  Aranesp [AN]

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

8 5 . *2508.53  Aranesp SureClick [AN]

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

2 5 . *2508.55  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 . *447.81 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 . *447.81 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 . *609.57 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 . *738.05 Aranesp SureClick [AN]

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 . *738.09 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 . *910.55 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 . *1067.01  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 . *1067.01  Aranesp [AN]

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

8 5 . *1389.25  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 . *1389.19  Aranesp [AN]

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 . *241.71 Aranesp [AN]

= EPOETIN ALFA
Authority required (STREAMLINED)
9688
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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
62518 Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *191.39  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 . *1289.81  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 . *347.03  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 . *2490.59  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 . *445.37 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 . *564.91 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 . *830.09 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 . *701.23 Eprex 5000 [JC]

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 . *830.85 Eprex 6000 [JC]

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

2 5 . *1074.09  Eprex 8000 [JC]

= EPOETIN BETA
Authority required (STREAMLINED)
9688
Anaemia associated with intrinsic renal disease
Clinical criteria:
e Patient must require transfusion, AND
o 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 . *1289.73 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 . *346.99 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 . *445.35 NeoRecormon [RO]
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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 . *564.87 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 . *701.19 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 . *830.79 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 . *243.65 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 . *1644.33  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 . *443.71 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 . *570.17 Novicrit [SZ]

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 . *723.83  Novicrit [SZ]

epoetin lambda 5000 units/0.5 mL injection, 6 x 0.5 mL syringes
9588P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *899.09 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 . *1065.03 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 . *1366.97  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

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

o Patient must have intrinsic renal disease, as assessed by a nephrologist.
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 . *319.39 Mircera [RO]
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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 . *526.73 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 . *763.21 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 . *984.59 Mircera [RO]

methoxy polyethylene glycol-epoetin beta 120 microgram/0.3 mL injection, 0.3 mL syringe
0578D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1135.13 Mircera [RO]

methoxy polyethylene glycol-epoetin beta 200 microgram/0.3 mL injection, 0.3 mL syringe
0579E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1607.09 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 . *2742.95 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)

Treatment Phase: Initial 1 (new patients)

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

e Patient must have WHO Functional Class | 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:
(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or

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

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6MWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:
- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.
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In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:
- ECHO composite assessment plus 6MWT;
- ECHO composite assessment only.
(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:
(i) for why fewer than 3 tests are able to be performed on clinical grounds;
(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.
(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 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:
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. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

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

o 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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.

Highly Specialised Drugs Program (Private Hospital) 37



CARDIOVASCULAR SYSTEM

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

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

Authority required

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

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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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 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. Monday to Friday).

ambrisentan 10 mg tablet, 30

9649W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1700.52 2 Ambrisentan Viatris [AL] @ Cipla Ambrisentan [LR]
2 PULMORIS [XT] 2 Volibris [ZE]
ambrisentan 5 mg tablet, 30
9648T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1700.52 2 Ambrisentan Mylan [AF] & Ambrisentan Viatris [AL]
2 Cipla Ambrisentan [LR] 2 PULMORIS [XT]

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.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 - combination therapy (dual or triple therapy, excluding selexipag) in an untreated patient

Clinical criteria:

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

e Patient must currently have WHO Functional Class Ill 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; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient with class IV PAH.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and
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- 6 Minute Walk Test (EMWT)
Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:
- RHC plus ECHO composite assessments;
- RHC composite assessment plus 6MWT;
- RHC composite assessment only.
In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:
- ECHO composite assessment plus 6MWT,;
- ECHO composite assessment only.
(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:
(i) for why fewer than 3 tests are able to be performed on clinical grounds;
(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.
(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.
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
e 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 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
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 Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 - starting combination therapy (dual or triple therapy, excluding selexipag) in a treated patient

where a diagnosis of pulmonary arterial hypertension is established through a prior PBS authority application

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient in whom
monotherapy/dual combination therapy has been inadequate.

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.
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Note 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
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 Where a patient has had at least one PAH agent PBS-subsidised and the other(s) non-PBS-subsidised, apply under this

'Initial 2' treatment phase for the non-PBS-subsidised agent(s). Transitioning of the non-PBS to PBS-subsidised supply will
be subject to restrictions in Initial 2. For the existing PBS-subsidised agent(s), the authority application(s) are to be through
the Continuing treatment phase of that agent(s).

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 - changing to this drug in combination therapy (dual or triple therapy)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

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, AND

e Patient must be undergoing existing PBS-subsidised combination therapy with at least this drug in the combination
changing; combination therapy is not to commence through this Treatment phase listing.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment of combination therapy (dual or triple therapy, excluding selexipag)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

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, AND

e Patient must be undergoing continuing treatment of existing PBS-subsidised combination therapy (dual/triple therapy,
excluding selexipag), where this drug in the combination remains unchanged from the previous authority application.

Note 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
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 combination therapy, but with a change in at least one agent, the 'Initial 3 - change'

treatment phase restriction of the new drug(s) outlines the continuing eligibility of that new drug.

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

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

Authority required

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").
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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. 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'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply of combination therapy (dual or triple therapy,

excluding selexipag) - Grandfather arrangements where each drug has not been a PBS benefit

Clinical criteria:

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised dual therapy consisting of one
endothelin receptor antagonist with one prostanoid, where each drug was not a PBS benefit; this authority application is
to continue such combination therapy; OR

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised triple therapy consisting of one
endothelin receptor antagonist, one prostanoid, one phosphodiesterase-5 inhibitor, where each drug was not a PBS
benefit; this authority application is to continue such combination therapy, AND

¢ The condition must have, prior to the time non-PBS combination therapy was initiated, progressed to at least Class IlI
PAH despite treatment with at least one drug from the drug classes mentioned above; OR

¢ The condition must have, at the time non-PBS combination therapy was initiated, been both: (i) classed as at least Class
11l PAH, (ii) untreated with any drug from the drug classes mentioned above.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6MWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

IS:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;
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(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to
interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of
predicted.
Note 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
e 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 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
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 Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a 'Grandfathered' patient must qualify under the 'Continuing treatment' criteria.

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

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

ambrisentan 10 mg tablet, 30

12180C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1700.52 2 Ambrisentan Viatris [AL] @ Cipla Ambrisentan [LR]
2 PULMORIS [XT] 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 . 1700.52 2 Ambrisentan Mylan [AF] @ Ambrisentan Viatris [AL]
@ Cipla Ambrisentan [LR] 2 PULMORIS [XT]

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. 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:

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.
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bosentan 62.5 mg tablet, 60

12143D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 . . 184.44 2 Bosentan APO [GX] 2 BOSENTAN DR.REDDY'S [RI]
2 Bosentan Mylan [AF] @ 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 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
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 combination therapy, but with a change in at least one agent, the 'Initial 3 - change'
treatment phase restriction of the new drug(s) outlines the continuing eligibility of that new drug.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment of combination therapy (dual or triple therapy, excluding selexipag)

Clinical criteria:

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

¢ The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

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, AND

e Patient must be undergoing continuing treatment of existing PBS-subsidised combination therapy (dual/triple therapy,
excluding selexipag), where this drug in the combination remains unchanged from the previous authority application.

bosentan 62.5 mg tablet, 60

12139X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 184.44 2 Bosentan APO [GX] 2 BOSENTAN DR.REDDY'S [RI]
2 Bosentan Mylan [AF] @ 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.
Authority required
Pulmonary arterial hypertension (PAH)
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, AND
e Patient must have WHO Functional Class Il PAH, or WHO Functional Class Ill PAH, or WHO Functional Class IV PAH,
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.
A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:
(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or

Highly Specialised Drugs Program (Private Hospital) 43



CARDIOVASCULAR SYSTEM

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

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.

(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.

(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.

If patients will be taking 62.5mg for the first month then 125 mg, prescribers should request the first authority prescription of
therapy with the 62.5 mg tablet strength, with the quantity for one month of treatment, based on the dosage
recommendations in the TGA-approved Product Information and no repeats.

Prescribers should request the second authority prescription of therapy with the 125 mg tablet strengths, with a quantity for
one month of treatment, based on the dosage recommendations in the TGA-approved Product Information, and a maximum
of 4 repeats.

If patients will be taking 62.5mg for longer than 1 month, prescribers should request the first authority prescription of therapy
with the 62.5 mg tablet strength, with the quantity for one month of treatment and a maximum of 5 repeats based on the
dosage recommendations in the TGA-approved Product Information.

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
e 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. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (change)

Clinical criteria:

e 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.
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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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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.
If patients will be taking 62.5mg for the first month then 125 mg, prescribers should request the first authority prescription of
therapy with the 62.5 mg tablet strength, with the quantity for one month of treatment, based on the dosage
recommendations in the TGA-approved Product Information and no repeats.
Prescribers should request the second authority prescription of therapy with the 125 mg tablet strengths, with a quantity for
one month of treatment, based on the dosage recommendations in the TGA-approved Product Information, and a maximum
of 4 repeats.
If patients will be taking 62.5mg for longer than 1 month, prescribers should request the first authority prescription of therapy
with the 62.5 mg tablet strength, with the quantity for one month of treatment and a maximum of 5 repeats based on the
dosage recommendations in the TGA-approved Product Information.

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

Authority required

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

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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. Monday to Friday).

bosentan 125 mg tablet, 60

6430K Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 184.44 2 Bosentan APO [GX] @ Bosentan Cipla [LR]
2 BOSENTAN DR.REDDY'S [RI] @ Bosentan GH [GQ]
2 Bosentan Mylan [AF] @ Bosentan RBX [RA]
@ BOSLEER [RW] 2 Tracleer [JC]
bosentan 62.5 mg tablet, 60
6429J Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 184.44 2 Bosentan APO [GX] 2 BOSENTAN DR.REDDY'S [RI]
@ Bosentan Mylan [AF] @ Bosentan RBX [RA]
@ BOSLEER [RW] @ 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.
Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 1 - combination therapy (dual or triple therapy, excluding selexipag) in an untreated patient
Clinical criteria:
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 Ill PAH or WHO Functional Class IV PAH, AND
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e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient with class |V PAH.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH

physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical

records.

(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the

diagnosis of PAH is current.

(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.

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

e Heritable PAH
¢ BMPR2 mutation
o ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
e 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 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
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 Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:
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Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 - starting combination therapy (dual or triple therapy, excluding selexipag) in a treated patient
where a diagnosis of pulmonary arterial hypertension is established through a prior PBS authority application

Clinical criteria:

e Patient must currently have WHO Functional Class Ill PAH or WHO Functional Class IV PAH, 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, (i) phosphodiesterase-5 inhibitor monotherapy, (iii)
prostanoid monotherapy, AND

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

¢ The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient in whom
monotherapy/dual combination therapy has been inadequate.

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.

Note 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
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 Where a patient has had at least one PAH agent PBS-subsidised and the other(s) non-PBS-subsidised, apply under this
‘Initial 2' treatment phase for the non-PBS-subsidised agent(s). Transitioning of the non-PBS to PBS-subsidised supply will
be subject to restrictions in Initial 2. For the existing PBS-subsidised agent(s), the authority application(s) are to be through
the Continuing treatment phase of that agent(s).

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 - changing to this drug in combination therapy (dual or triple therapy)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

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, AND

e Patient must be undergoing existing PBS-subsidised combination therapy with at least this drug in the combination
changing; combination therapy is not to commence through this Treatment phase listing.

Note 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
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 Where multiple strengths of this drug are sought, the combined number of repeats sought for each strength should not
exceed 5. If the optimal strength is still to be determined by the end of the initial PBS supply, prescribers are reminded that
further supplies of the optimal strength may be obtained via the Continuing treatment listing via a telephone/online authority
application.

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

Authority required

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
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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, () 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.

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. 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'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply of combination therapy (dual or triple therapy,

excluding selexipag) - Grandfather arrangements where each drug has not been a PBS benefit

Clinical criteria:

¢ Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised dual therapy consisting of one
endothelin receptor antagonist with one prostanoid, where each drug was not a PBS benefit; this authority application is
to continue such combination therapy; OR

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised triple therapy consisting of one
endothelin receptor antagonist, one prostanoid, one phosphodiesterase-5 inhibitor, where each drug was not a PBS
benefit; this authority application is to continue such combination therapy, AND

e The condition must have, prior to the time non-PBS combination therapy was initiated, progressed to at least Class I
PAH despite treatment with at least one drug from the drug classes mentioned above; OR

e The condition must have, at the time non-PBS combination therapy was initiated, been both: (i) classed as at least Class
Il PAH, (i) untreated with any drug from the drug classes mentioned above.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

IS:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.
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(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:
(i) for why fewer than 3 tests are able to be performed on clinical grounds;
(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to
interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of
predicted.
Note 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
e Drugs and toxins induced PAH
e PAH associated with:
¢ Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

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

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

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

bosentan 62.5 mg tablet, 60

12148) Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 184.44 @ Bosentan APO [GX] 2 BOSENTAN DR.REDDY'S [RI]
@ Bosentan Mylan [AF] @ Bosentan RBX [RA]
2 BOSLEER [RW] @ 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.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 - combination therapy (dual or triple therapy, excluding selexipag) in an untreated patient

Clinical criteria:

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

e 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; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient with class IV PAH.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.
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If the application is submitted through HPOS form upload or mail, it must include:
(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (mPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or

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

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.

(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.

(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.

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

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 - starting combination therapy (dual or triple therapy, excluding selexipag) in a treated patient
where a diagnosis of pulmonary arterial hypertension is established through a prior PBS authority application

Clinical criteria:

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

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

¢ The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient in whom
monotherapy/dual combination therapy has been inadequate.

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.

Note 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
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 Where a patient has had at least one PAH agent PBS-subsidised and the other(s) non-PBS-subsidised, apply under this
'Initial 2' treatment phase for the non-PBS-subsidised agent(s). Transitioning of the non-PBS to PBS-subsidised supply will
be subject to restrictions in Initial 2. For the existing PBS-subsidised agent(s), the authority application(s) are to be through
the Continuing treatment phase of that agent(s).

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 - changing to this drug in combination therapy (dual or triple therapy)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

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, AND

e Patient must be undergoing existing PBS-subsidised combination therapy with at least this drug in the combination
changing; combination therapy is not to commence through this Treatment phase listing.

Note 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
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 Where multiple strengths of this drug are sought, the combined number of repeats sought for each strength should not
exceed 5. If the optimal strength is still to be determined by the end of the initial PBS supply, prescribers are reminded that
further supplies of the optimal strength may be obtained via the Continuing treatment listing via a telephone/online authority
application.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment of combination therapy (dual or triple therapy, excluding selexipag)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

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, AND

o Patient must be undergoing continuing treatment of existing PBS-subsidised combination therapy (dual/triple therapy,
excluding selexipag), where this drug in the combination remains unchanged from the previous authority application.

Note 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

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'.
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Note If this authority application is to continue combination therapy, but with a change in at least one agent, the 'Initial 3 - change'

treatment phase restriction of the new drug(s) outlines the continuing eligibility of that new drug.

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

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

Authority required

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. 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'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply of combination therapy (dual or triple therapy,

excluding selexipag) - Grandfather arrangements where each drug has not been a PBS benefit

Clinical criteria:

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised dual therapy consisting of one
endothelin receptor antagonist with one prostanoid, where each drug was not a PBS benefit; this authority application is
to continue such combination therapy; OR

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised triple therapy consisting of one
endothelin receptor antagonist, one prostanoid, one phosphodiesterase-5 inhibitor, where each drug was not a PBS
benefit; this authority application is to continue such combination therapy, AND

e The condition must have, prior to the time non-PBS combination therapy was initiated, progressed to at least Class I
PAH despite treatment with at least one drug from the drug classes mentioned above; OR

e The condition must have, at the time non-PBS combination therapy was initiated, been both: (i) classed as at least Class
11l PAH, (ii) untreated with any drug from the drug classes mentioned above.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or
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(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure
assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.
(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:
- RHC composite assessment; and
- ECHO composite assessment; and
- 6 Minute Walk Test (EMWT)
Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:
- RHC plus ECHO composite assessments;
- RHC composite assessment plus 6MWT;
- RHC composite assessment only.
In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:
- ECHO composite assessment plus 6MWT;
- ECHO composite assessment only.
(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:
(i) for why fewer than 3 tests are able to be performed on clinical grounds;
(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to
interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of
predicted.
Note 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
e 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 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
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 Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a 'Grandfathered' patient must qualify under the 'Continuing treatment' criteria.

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

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

bosentan 125 mg tablet, 60

12146G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 184.44 2 Bosentan APO [GX] 2 Bosentan Cipla [LR]
2 BOSENTAN DR.REDDY'S [RI] 2 Bosentan GH [GQ)]
2 Bosentan Mylan [AF] 2 Bosentan RBX [RA]
2 BOSLEER [RW] @ Tracleer [JC]

» EPOPROSTENOL
Note Pharmaceutical benefits that have the form epoprostenol 500 microgram injection vial & diluent and pharmaceutical benefits
that have the form epoprostenol 500 microgram injection vial are equivalent for the purposes of substitution.
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, AND

e Patient must have WHO Functional Class IV PAH, 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:
(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or

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

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:
- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.

(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.

(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.

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

A maximum of 5 repeats may be requested.

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
e 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. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:
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Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (change)

Clinical criteria:

e Patient must have documented WHO Functional Class 11l 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. 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

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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 - starting combination therapy (dual or triple therapy, excluding selexipag) in an untreated patient

Clinical criteria:

e 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 Ill PAH or WHO Functional Class IV PAH, AND

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient with class IV PAH.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:
(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (mPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or

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

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.

(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.

(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.

Note 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
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 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
e 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. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 - starting combination therapy (dual or triple therapy, excluding selexipag) in a treated patient
where a diagnosis of pulmonary arterial hypertension is established through a prior PBS authority application

Clinical criteria:

¢ Patient must currently have WHO Functional Class Ill PAH or WHO Functional Class IV PAH, 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
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e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (i) one
phosphodiesterase-5 inhibitor, (i) one prostanoid; triple combination therapy is treating a patient in whom
monotherapy/dual combination therapy has been inadequate.

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.

Note 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
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 Where a patient has had at least one PAH agent PBS-subsidised and the other(s) non-PBS-subsidised, apply under this
'Initial 2' treatment phase for the non-PBS-subsidised agent(s). Transitioning of the non-PBS to PBS-subsidised supply will
be subject to restrictions in Initial 2. For the existing PBS-subsidised agent(s), the authority application(s) are to be through
the Continuing treatment phase of that agent(s).

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 - changing to this drug in combination therapy (dual or triple therapy)

Clinical criteria:

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

¢ The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

Treatment criteria:

¢ Patient must be undergoing existing PBS-subsidised combination therapy with at least this drug in the combination
changing; combination therapy is not to commence through this Treatment phase listing, AND

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.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment of combination therapy (dual or triple therapy, excluding selexipag)

Clinical criteria:

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

Treatment criteria:

o Patient must be undergoing continuing treatment of existing PBS-subsidised combination therapy (dual/triple therapy,
excluding selexipag), where this drug in the combination remains unchanged from the previous authority application,
AND

¢ 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.

Note 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
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 combination therapy, but with a change in at least one agent, the 'Initial 3 - change'
treatment phase restriction of the new drug(s) outlines the continuing eligibility of that new drug.

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

Authority required
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Pulmonary arterial hypertension (PAH)

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply of combination therapy (dual or triple therapy,

excluding selexipag) - Grandfather arrangements where each drug has not been a PBS benefit

Clinical criteria:

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised dual therapy consisting of one
endothelin receptor antagonist with one prostanoid, where each drug was not a PBS benefit; this authority application is
to continue such combination therapy; OR

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised triple therapy consisting of one
endothelin receptor antagonist, one prostanoid, one phosphodiesterase-5 inhibitor, where each drug was not a PBS
benefit; this authority application is to continue such combination therapy, AND

¢ The condition must have, prior to the time non-PBS combination therapy was initiated, progressed to at least Class IlI
PAH despite treatment with at least one drug from the drug classes mentioned above; OR

¢ The condition must have, at the time non-PBS combination therapy was initiated, been both: (i) classed as at least Class
11l PAH, (ii) untreated with any drug from the drug classes mentioned above.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (mPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH

physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical

records.

(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to

interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of

predicted.

Note 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
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 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 Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a 'Grandfathered' patient must qualify under the 'Continuing treatment’ criteria.
Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

epoprostenol 500 microgram injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack
11069N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

30 5 . *934.17 @ Flolan [GK]

epoprostenol 500 microgram injection, 1 vial
10111E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

30 5 . *1046.67 2 Veletri [JC]

» EPOPROSTENOL
Note Pharmaceutical benefits that have the form epoprostenol 1.5 mg injection vial & diluent and pharmaceutical benefits that
have the form epoprostenol 1.5 mg injection vial are equivalent for the purposes of substitution.
Note No increase in the maximum number of repeats may be authorised.

Authority required

Pulmonary arterial hypertension (PAH)

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, AND

¢ Patient must have WHO Functional Class IV PAH, 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH

physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical

records.

(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the

diagnosis of PAH is current.
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(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information.
A maximum of 5 repeats may be requested.
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
e Drugs and toxins induced PAH
e PAH associated with:
¢ 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. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (change)

Clinical criteria:

¢ Patient must have documented 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. 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

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.
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A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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 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. Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 - starting combination therapy (dual or triple therapy, excluding selexipag) in an untreated patient

Clinical criteria:

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

e Patient must currently have WHO Functional Class Ill PAH or WHO Functional Class IV PAH, AND

¢ The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

¢ The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient with class |V PAH.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6MWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH

physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical

records.

(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the

diagnosis of PAH is current.

(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.
Note 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
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 PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:ldiopathic PAH
e Heritable PAH
e BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations

e Drugs and toxins induced PAH
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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. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 - starting combination therapy (dual or triple therapy, excluding selexipag) in a treated patient

where a diagnosis of pulmonary arterial hypertension is established through a prior PBS authority application

Clinical criteria:

e Patient must currently have WHO Functional Class Ill PAH or WHO Functional Class IV PAH, 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 prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (i) one prostanoid; triple combination therapy is treating a patient in whom
monotherapy/dual combination therapy has been inadequate.

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.

Note 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
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 Where a patient has had at least one PAH agent PBS-subsidised and the other(s) non-PBS-subsidised, apply under this

‘Initial 2' treatment phase for the non-PBS-subsidised agent(s). Transitioning of the non-PBS to PBS-subsidised supply will
be subject to restrictions in Initial 2. For the existing PBS-subsidised agent(s), the authority application(s) are to be through
the Continuing treatment phase of that agent(s).

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 - changing to this drug in combination therapy (dual or triple therapy)

Clinical criteria:

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

Treatment criteria:

o Patient must be undergoing existing PBS-subsidised combination therapy with at least this drug in the combination
changing; combination therapy is not to commence through this Treatment phase listing, AND

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.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment of combination therapy (dual or triple therapy, excluding selexipag)

Clinical criteria:

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

¢ The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

Treatment criteria:

o Patient must be undergoing continuing treatment of existing PBS-subsidised combination therapy (dual/triple therapy,
excluding selexipag), where this drug in the combination remains unchanged from the previous authority application,
AND

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.

Note 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
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 combination therapy, but with a change in at least one agent, the 'Initial 3 - change'
treatment phase restriction of the new drug(s) outlines the continuing eligibility of that new drug.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply of combination therapy (dual or triple therapy,

excluding selexipag) - Grandfather arrangements where each drug has not been a PBS benefit

Clinical criteria:

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised dual therapy consisting of one
endothelin receptor antagonist with one prostanoid, where each drug was not a PBS benefit; this authority application is
to continue such combination therapy; OR

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised triple therapy consisting of one
endothelin receptor antagonist, one prostanoid, one phosphodiesterase-5 inhibitor, where each drug was not a PBS
benefit; this authority application is to continue such combination therapy, AND

e The condition must have, prior to the time non-PBS combination therapy was initiated, progressed to at least Class Il
PAH despite treatment with at least one drug from the drug classes mentioned above; OR

e The condition must have, at the time non-PBS combination therapy was initiated, been both: (i) classed as at least Class
11l PAH, (ii) untreated with any drug from the drug classes mentioned above.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6MWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;
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- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.

(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to
interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of
predicted.

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

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

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

epoprostenol 1.5 mg injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack
11082G Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

30 5 . *1828.17 2 Flolan [GK]

epoprostenol 1.5 mg injection, 1 vial
10129D Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

30 5 . *1828.17 @ Veletri [JC]

= [LOPROST

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

Authority required

Pulmonary arterial hypertension (PAH)

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, AND

e Patient must have WHO Functional Class Ill drug and toxins induced PAH, or WHO Functional Class IV PAH, 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:
(a) a completed authority prescription form; 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).
(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:
(a) mean pulmonary artery pressure (mPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or
(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure
assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.
(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:
- RHC composite assessment; and
- ECHO composite assessment; and
- 6 Minute Walk Test (6EMWT)
Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:
- RHC plus ECHO composite assessments;
- RHC composite assessment plus 6MWT;
- RHC composite assessment only.
In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:
- ECHO composite assessment plus 6MWT;
- ECHO composite assessment only.
(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:
(i) for why fewer than 3 tests are able to be performed on clinical grounds;
(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.
(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the Therapeutic Goods Administration (TGA) approved Product Information.
A maximum of 5 repeats may be requested.
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. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (change)

Clinical criteria:

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

o 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:
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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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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 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. Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received their most recent course of PBS-subsidised treatment with this PAH agent for this condition,
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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 - starting combination therapy (dual or triple therapy, excluding selexipag) in an untreated patient

Clinical criteria:

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

e 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 prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient with class IV PAH.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6MWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;
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- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.

(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.

(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 - starting combination therapy (dual or triple therapy, excluding selexipag) in a treated patient
where a diagnosis of pulmonary arterial hypertension is established through a prior PBS authority application

Clinical criteria:

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

o 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 prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient in whom
monotherapy/dual combination therapy has been inadequate.

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.

Note 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
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'.
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Note Where a patient has had at least one PAH agent PBS-subsidised and the other(s) non-PBS-subsidised, apply under this

‘Initial 2' treatment phase for the non-PBS-subsidised agent(s). Transitioning of the non-PBS to PBS-subsidised supply will
be subject to restrictions in Initial 2. For the existing PBS-subsidised agent(s), the authority application(s) are to be through
the Continuing treatment phase of that agent(s).

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 - changing to this drug in combination therapy (dual or triple therapy)

Clinical criteria:

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

¢ Patient must be undergoing existing PBS-subsidised combination therapy with at least this drug in the combination
changing; combination therapy is not to commence through this Treatment phase listing, AND

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.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment of combination therapy (dual or triple therapy, excluding selexipag)

Clinical criteria:

¢ The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

Treatment criteria:

o Patient must be undergoing continuing treatment of existing PBS-subsidised combination therapy (dual/triple therapy,
excluding selexipag), where this drug in the combination remains unchanged from the previous authority application,
AND

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.

Note 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
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 combination therapy, but with a change in at least one agent, the 'Initial 3 - change'

treatment phase restriction of the new drug(s) outlines the continuing eligibility of that new drug.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply of combination therapy (dual or triple therapy,

excluding selexipag) - Grandfather arrangements where each drug has not been a PBS benefit

Clinical criteria:

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised dual therapy consisting of one
endothelin receptor antagonist with one prostanoid, where each drug was not a PBS benefit; this authority application is
to continue such combination therapy; OR

o Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised triple therapy consisting of one
endothelin receptor antagonist, one prostanoid, one phosphodiesterase-5 inhibitor, where each drug was not a PBS
benefit; this authority application is to continue such combination therapy, AND

e The condition must have, prior to the time non-PBS combination therapy was initiated, progressed to at least Class Il
PAH despite treatment with at least one drug from the drug classes mentioned above; OR

e The condition must have, at the time non-PBS combination therapy was initiated, been both: (i) classed as at least Class
Il PAH, (ii) untreated with any drug from the drug classes mentioned above.
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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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (mPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH

physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical

records.

(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to

interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of

predicted.

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

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

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
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iloprost 20 microgram/2 mL inhalation solution, 30 x 2 mL ampoules
6456T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 371.94 Ventavis [BN]

= MACITENTAN
Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for
at least 3 months following cessation of therapy.
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)
Treatment Phase: Initial 1 (new patients)
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 not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND
e Patient must have WHO Functional Class Il PAH, or WHO Functional Class Ill PAH, or WHO Functional Class IV PAH,
AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.
Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail.
If the application is submitted through HPOS form upload or mail, it must include:
(a) a completed authority prescription form; 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).
(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:
(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or
(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure
assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.
(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:
- RHC composite assessment; and
- ECHO composite assessment; and
- 6 Minute Walk Test (EMWT)
Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:
- RHC plus ECHO composite assessments;
- RHC composite assessment plus 6MWT;
- RHC composite assessment only.
In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:
- ECHO composite assessment plus 6MWT;
- ECHO composite assessment only.
(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:
(i) for why fewer than 3 tests are able to be performed on clinical grounds;
(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.
(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 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
e Human immunodeficiency virus (HIV) infection
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e Portal hypertension
e Congenital heart disease
e 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. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. 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

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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. Monday to Friday).

macitentan 10 mg tablet, 30
10134) Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 2781.02 Opsumit [JC]
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» MACITENTAN

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 - combination therapy (dual or triple therapy, excluding selexipag) in an untreated patient

Clinical criteria:

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

e Patient must currently have WHO Functional Class Ill PAH or WHO Functional Class IV PAH, AND

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

¢ The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient with class IV PAH.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH

physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical

records.

(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the

diagnosis of PAH is current.

(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.

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:
o Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis
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Note 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
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 Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 - starting combination therapy (dual or triple therapy, excluding selexipag) in a treated patient
where a diagnosis of pulmonary arterial hypertension is established through a prior PBS authority application

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (i) one prostanoid; triple combination therapy is treating a patient in whom
monotherapy/dual combination therapy has been inadequate.

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.

Note 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
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 Where a patient has had at least one PAH agent PBS-subsidised and the other(s) non-PBS-subsidised, apply under this
‘Initial 2' treatment phase for the non-PBS-subsidised agent(s). Transitioning of the non-PBS to PBS-subsidised supply will
be subject to restrictions in Initial 2. For the existing PBS-subsidised agent(s), the authority application(s) are to be through
the Continuing treatment phase of that agent(s).

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 - changing to this drug in combination therapy (dual or triple therapy)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

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, AND

e Patient must be undergoing existing PBS-subsidised combination therapy with at least this drug in the combination
changing; combination therapy is not to commence through this Treatment phase listing.

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

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment of combination therapy (dual or triple therapy, excluding selexipag)

Clinical criteria:

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

¢ The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
prostanoid; OR

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

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, AND

¢ Patient must be undergoing continuing treatment of existing PBS-subsidised combination therapy (dual/triple therapy,
excluding selexipag), where this drug in the combination remains unchanged from the previous authority application.

Note 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
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 combination therapy, but with a change in at least one agent, the 'Initial 3 - change'

treatment phase restriction of the new drug(s) outlines the continuing eligibility of that new drug.

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

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

Authority required

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, (ii) 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 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. 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'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply of combination therapy (dual or triple therapy,

excluding selexipag) - Grandfather arrangements where each drug has not been a PBS benefit

Clinical criteria:

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised dual therapy consisting of one
endothelin receptor antagonist with one prostanoid, where each drug was not a PBS benefit; this authority application is
to continue such combination therapy; OR
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e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised triple therapy consisting of one
endothelin receptor antagonist, one prostanoid, one phosphodiesterase-5 inhibitor, where each drug was not a PBS
benefit; this authority application is to continue such combination therapy, AND

¢ The condition must have, prior to the time non-PBS combination therapy was initiated, progressed to at least Class Il
PAH despite treatment with at least one drug from the drug classes mentioned above; OR

¢ The condition must have, at the time non-PBS combination therapy was initiated, been both: (i) classed as at least Class
11l PAH, (ii) untreated with any drug from the drug classes mentioned above.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (mPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH

physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical

records.

(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to

interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of

predicted.
Note 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

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

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

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

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
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Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

macitentan 10 mg tablet, 30
12135Q Max.QtyPacks No.ofRpts Premium$  DPMQ$  Brand Name and Manufacturer

1 5 . 2781.02  Opsumit [JC]

= RIOCIGUAT

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for
at least 1 month following cessation of therapy, as recommended by the TGA-approved Product Information.

Note Special Pricing Arrangements apply.

Authority required

Chronic thromboembolic pulmonary hypertension (CTEPH)

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have WHO Functional Class Il, Ill or IV CTEPH, AND

e The condition must be inoperable by pulmonary endarterectomy; OR

e The condition must be recurrent or persistent following pulmonary endarterectomy, AND

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

e Must be treated in a centre with expertise in the management of CTEPH.
Population criteria:

e Patient must be aged 18 years or older.

CTEPH that is inoperable by pulmonary endarterectomy is defined as follows:

¢ Right heart catheterisation (RHC) demonstrating pulmonary vascular resistance (PVR) of greater than 300 dyn*sec*cm
measured at least 90 days after start of full anticoagulation; and

e A mean pulmonary artery pressure (PAPmean) of greater than 25 mmHg at least 90 days after start of full
anticoagulation.

CTEPH that is recurrent or persistent subsequent to pulmonary endarterectomy is defined as follows:

e RHC demonstrating a PVR of greater than 300 dyn*sec*cm™ measured at least 180 days following pulmonary
endarterectomy.

Where a RHC cannot be performed due to right ventricular dysfunction, an echocardiogram demonstrating the dysfunction

must be provided at the time of application.

Applications for authorisation must be in writing and must include:(1) completed authority prescription forms sufficient for

dose titration; and(2) a completed CTEPH PBS Initial Authority Application - Supporting Information form which includes

results from the 3 tests below, to establish baseline measurements, where available:(i) RHC composite assessment, and(ii)

ECHO composite assessment, and(iii) 6 Minute Walk Test (6BMWT); and(3) a signed patient acknowledgment form; and(4)

confirmation of evidence of inoperable CTEPH including results of a pulmonary vascular resistance (PVR), a mean

pulmonary artery pressure (PAPmean) and the starting date of full anticoagulation; or(5) confirmation of evidence of

recurrent or persistent CTEPH including result of PVR and the date that pulmonary endarterectomy was performed; or(6)

confirmation of an echocardiogram demonstrating right ventricular dysfunction.

Where it is not possible to perform all 3 tests above 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) RHC plus

ECHO composite assessments;(2) RHC composite assessment plus 6MWT;(3) RHC composite assessment only.

In circumstance where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration

based on the results of the following test combinations, which are listed in descending order of preference:(1) ECHO

composite assessment plus 6MWT;(2) ECHO composite assessment only.

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular

test(s) could not be conducted must be provided with the authority application.

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

Prescriptions for dose titration must provide sufficient quantity for dose titrations by 0.5 mg increments at 2-week intervals to

achieve up to a maximum of 2.5 mg three times daily based on the dosage recommendations for initiation of treatment in the

TGA-approved Product Information. No repeats will be authorised for these prescriptions.

Approvals for subsequent authority prescription will be limited to 1 month of treatment, The quantity approved must be

based on the dosage recommendations in the TGA-approved Product Information, and a maximum of 3 repeats.

The assessment of the patient's response to the initial 20-week course of treatment should be made following the preceding

16 weeks of treatment, in order to allow sufficient time for a response to be demonstrated.

Patients who fail to demonstrate a response to PBS-subsidised treatment with this agent at the time where an assessment

is required must cease PBS-subsidised therapy with this agent.

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

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

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

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

Or mailed to:
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Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Chronic thromboembolic pulmonary hypertension (CTEPH)

Treatment Phase: Continuing treatment

Clinical criteria:

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

e Patient must demonstrate stable or responding disease, AND

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

Treatment criteria:

e Must be treated in a centre with expertise in the management of CTEPH.

Population criteria:

e Patient must be aged 18 years or older.

Applications for authorisation must be in writing and must include:(1) a completed authority prescription form; and(2) a
completed CTEPH PBS Continuing Authority Application - Supporting Information form which includes results from the three

tests below, where available:(i) RHC composite assessment; and(ii) ECHO composite assessment; and(iii) 6 Minute Walk
Test (6MWT).
Test requirements to establish response to treatment for continuation of treatment are as follows:
The following list outlines the preferred test combination, in descending order, for the purposes of continuation of PBS-
subsidised treatment:
(1) RHC plus ECHO composite assessments plus 6MWT;
(2) RHC plus ECHO composite assessments;
(3) RHC composite assessment plus 6MWT;
(4) ECHO composite assessment plus 6MWT;
(5) RHC composite assessment only;
(6) ECHO composite assessment only.
The results of the same tests as conducted at baseline should be provided with each written continuing treatment
application (i.e., every 6 months), except for patients who were able to undergo all 3 tests at baseline, and whose
subsequent ECHO and 6MWT results demonstrate disease stability or improvement, in which case RHC can be omitted. In
all other patients, where the same test(s) conducted at baseline cannot be performed for assessment of response on clinical
grounds, a patient specific reason why the test(s) could not be conducted must be provided with the application.
The test results provided with the application for continuing treatment must be no more than 2 months old at the time of
application.
Response to this drug is defined as follows:
For patients with two or more baseline tests, response to treatment is defined as two or more tests demonstrating stability or
improvement of disease.
For patients with a RHC composite assessment alone at baseline, response to treatment is defined as a RHC result
demonstrating stability or improvement of disease.
For patients with an ECHO composite assessment alone at baseline, response to treatment is defined as an ECHO result
demonstrating stability or improvement of disease.
The assessment of the patient's response to the continuing 6 month courses of treatment should be made following the
preceding 5 months of treatment, in order to allow sufficient time for a response to be demonstrated.
The maximum quantity per prescription must be based on the dosage recommendations in the TGA-approved Product
Information and be limited to provide sufficient supply for 1 month of treatment.
A maximum of 5 repeats will be authorised.
Applications for continuing treatment with this drug should be made two weeks prior to the completion of the 6-month
treatment course to ensure continuity for those patients who respond to treatment, as assessed by the treating physician.
Patients who fail to demonstrate disease stability or improvement to PBS-subsidised treatment with this agent at the time
where an assessment is required must cease PBS-subsidised therapy with this agent.
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
Chronic thromboembolic pulmonary hypertension (CTEPH)
Treatment Phase: Balance of supply
Clinical criteria:
o Patient must have received insufficient therapy with this drug under the Initial treatment restriction to complete a
maximum of 20 weeks of treatment; OR
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¢ Patient must have received insufficient therapy with this drug under the Continuing treatment restriction to complete a
maximum of 24 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 20 or 24 weeks of treatment available under the above
respective restriction, AND

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

Treatment criteria:

e Must be treated in a centre with expertise in the management of CTEPH.

Population criteria:

o Patient must be aged 18 years or older.

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

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

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available

on the Department of Human Services website at www.humanservices.gov.au

riociguat 500 microgram tablet, 42
11009K Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 1680.19 Adempas [BN]

riociguat 1 mg tablet, 42
10990K Max.Qty Packs No.ofRRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 1680.19 Adempas [BN]

riociguat 1.5 mg tablet, 42
10974N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 1680.19 Adempas [BN]

riociguat 2 mg tablet, 42
11012N Max.Qty Packs No.ofRpts ~ Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 1680.19 Adempas [BN]

riociguat 2.5 mg tablet, 42
10985E Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 1680.19 Adempas [BN]

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

Authority required

Pulmonary arterial hypertension (PAH)

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, AND
o Patient must have been assessed by a physician with expertise in the management of PAH, AND

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

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

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.
Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:
(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or

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

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6MWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:
- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.
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In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:
- ECHO composite assessment plus 6MWT;
- ECHO composite assessment only.
(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:
(i) for why fewer than 3 tests are able to be performed on clinical grounds;
(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.
(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.
Approvals for prescriptions for dose titration will provide sufficient quantity for dose titrations by 0.5 mg increments at 2-week
intervals to achieve up to a maximum of 2.5 mg three times daily based on the dosage recommendations for initiation of
treatment in the TGA-approved Product Information. No repeats will be authorised for these prescriptions.
Approvals for subsequent authority prescription will be limited to 1 month of treatment, with the quantity approved based on
the dosage recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.
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
e 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. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (change)

Clinical criteria:

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

o 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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.
Approvals for prescriptions for dose titration will provide sufficient quantity for dose titrations by 0.5 mg increments at 2-week
intervals to achieve up to a maximum of 2.5 mg three times daily based on the dosage recommendations for initiation of
treatment in the TGA-approved Product Information. No repeats will be authorised for these prescriptions.

Approvals for subsequent authority prescription will be limited to 1 month of treatment, with the quantity approved based on
the dosage recommendations in the TGA-approved Product Information, and a maximum of 4 repeats.
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

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

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

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. Monday to Friday).

riociguat 500 microgram tablet, 42

11031N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 1680.19 Adempas [BN]

riociguat 1 mg tablet, 42

11028K Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 1680.19 Adempas [BN]

riociguat 1.5 mg tablet, 42

11046J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 1680.19 Adempas [BN]

riociguat 2 mg tablet, 42

11045H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 1680.19 Adempas [BN]

riociguat 2.5 mg tablet, 42

11052Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 1680.19 Adempas [BN]

= SELEXIPAG

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

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

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

Note Special Pricing Arrangements apply.

Note 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 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

e Drugs and toxins induced PAH

e PAH associated with:

e Connective tissue disease

Portal hypertension

Schistosomiasis

Congenital heart disease

Human immunodeficiency virus (HIV) infection

Authority required

Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial treatment - dose titration

Clinical criteria:

o Patient must have failed to achieve/maintain a WHO Functional Class Il status with PAH agents (other than this agent)
given as dual therapy, AND
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¢ Patient must have WHO Functional Class Ill PAH at treatment initiation with this drug; OR

e Patient must have WHO Functional Class IV PAH at treatment initiation with this drug, AND

e The treatment must be for dose titration purposes with the intent of completing the titration within 12 weeks, AND

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

e The treatment must form part of dual combination therapy consisting of either: (i) selexipag with one endothelin receptor
antagonist, (i) 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'), AND

e The treatment must not be as monotherapy.

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.

Population criteria:

o Patient must have had at least one PBS-subsidised PAH agent prior to this authority application.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.

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 (mMPAP) 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.

selexipag 200 microgram tablet, 140
12241G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 8098.37 Uptravi [JC]

= SELEXIPAG
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 No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.
Note 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 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
e Drugs and toxins induced PAH
e PAH associated with:
e Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial treatment - dose titration

Clinical criteria:

¢ Patient must have failed to achieve/maintain a WHO Functional Class Il status with PAH agents (other than this agent)
given as dual therapy, AND

o Patient must have WHO Functional Class Ill PAH at treatment initiation with this drug; OR

e Patient must have WHO Functional Class IV PAH at treatment initiation with this drug, AND

e The treatment must be for dose titration purposes with the intent of completing the titration within 12 weeks, AND

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

e The treatment must form part of dual combination therapy consisting of either: (i) selexipag with one endothelin receptor
antagonist, (ii) 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'), AND
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e The treatment must not be as monotherapy.

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.

Population criteria:

e Patient must have had at least one PBS-subsidised PAH agent prior to this authority application.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.

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.

selexipag 800 microgram tablet, 60
12253X Max.Qty Packs No.ofRpts ~ Premum$  DPMQ$  Brand Name and Manufacturer

1 3 . 3498.37  Uptravi [JC]

= SELEXIPAG

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

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

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

Note Special Pricing Arrangements apply.

Note 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 treatment following dose titration

Clinical criteria:

e Patient must have WHO Functional Class Ill PAH at treatment initiation with this drug; OR

e Patient must have WHO Functional Class IV PAH at treatment initiation with this drug, AND

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

e The treatment must form part of dual combination therapy consisting of either: (i) selexipag with one endothelin receptor
antagonist, (ii) 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'), AND

o Patient must have completed the dose titration phase, AND

e The treatment must not be as monotherapy.

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.

Population criteria:

o Patient must have had at least one PBS-subsidised PAH agent prior to this authority application.

Select one appropriate strength (determined under the 'Initial treatment - dose titration' phase) and apply under this

treatment phase (Initial treatment following dose titration) once only. Should future dose adjustments be required, apply

under the 'Continuing treatment' restriction.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.

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.

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
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e PAH associated with:
e Connective tissue disease

Portal hypertension
Congenital heart disease
Schistosomiasis

Human immunodeficiency virus (HIV) infection

Authority required

Pulmonary arterial hypertension (PAH)
Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received PBS-subsidised treatment with this drug for this condition, AND
e Patient must not have developed disease progression while receiving treatment with this drug for this condition, AND

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

e The treatment must form part of dual combination therapy consisting of either: (i) selexipag with one endothelin receptor
antagonist, (ii) 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"), AND

e The treatment must not be as monotherapy.

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, () tadalafil.
For the purposes of administering this restriction, disease progression has developed if at least one of the following has

occurred:

(i) Hospitalisation due to worsening PAH;
(ii) Deterioration of aerobic capacity/endurance, consisting of at least a 15% decrease in 6-Minute Walk Distance from
baseline, combined with worsening of WHO functional class status;
(iii) Deterioration of aerobic capacity/endurance, consisting of at least a 15% decrease in 6-Minute Walk Distance from
baseline, combined with the need for additional PAH-specific therapy;
(iv) Initiation of parenteral prostanoid therapy or long-term oxygen therapy for worsening of PAH;
(v) Need for lung transplantation or balloon atrial septostomy for worsening of PAH.

selexipag 200 microgram tablet, 60

12242H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 3498.37 Uptravi [JC]

selexipag 400 microgram tablet, 60

12260G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 3498.37 Uptravi [JC]

selexipag 600 microgram tablet, 60

12248P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 3498.37 Uptravi [JC]

selexipag 800 microgram tablet, 60

12246M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 3498.37 Uptravi [JC]

selexipag 1 mg tablet, 60

122451 Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 3498.37 Uptravi [JC]

selexipag 1.2 mg tablet, 60

12257D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 3498.37 Uptravi [JC]

selexipag 1.4 mg tablet, 60

122517 Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 3498.37 Uptravi [JC]

selexipag 1.6 mg tablet, 60

12264L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 5 3498.37 Uptravi [JC]
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= SILDENAFIL

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)
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 Ill PAH, AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.
Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail.
If the application is submitted through HPOS form upload or mail, it must include:
(a) a completed authority prescription form; 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).
(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:
(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or
(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure
assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.
(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:
- RHC composite assessment; and
- ECHO composite assessment; and
- 6 Minute Walk Test (6EMWT)
Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:
- RHC plus ECHO composite assessments;
- RHC composite assessment plus 6MWT;
- RHC composite assessment only.
In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:
- ECHO composite assessment plus 6MWT;
- ECHO composite assessment only.
(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:
(i) for why fewer than 3 tests are able to be performed on clinical grounds;
(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.
(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 months old at the time of application.
The maximum gquantity 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
e 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. Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (change)

Clinical criteria:

e Patient must have documented WHO Functional Class Il PAH, or WHO Functional Class Ill 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. 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

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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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 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. Monday to Friday).

sildenafil 20 mg tablet, 90

9605M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 144.92 2 Revatio [UJ] a2 SILDATIO PHT [RW]
2 Sildenafil PHT APOTEX [TY] 2 Sildenafil Sandoz PHT 20 [SZ]
= SILDENAFIL

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)
Treatment Phase: Initial 1 - combination therapy (dual or triple therapy, excluding selexipag) in an untreated patient
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Clinical criteria:

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 Ill PAH or WHO Functional Class IV PAH, AND

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

¢ The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one

phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient with class IV PAH.
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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (EMWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.

(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to
interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of
predicted.

Note 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
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 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
e 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. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:
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Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 - starting combination therapy (dual or triple therapy, excluding selexipag) in a treated patient
where a diagnosis of pulmonary arterial hypertension is established through a prior PBS authority application

Clinical criteria:

e Patient must currently have WHO Functional Class Ill PAH or WHO Functional Class IV PAH, 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

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

¢ The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient in whom
monotherapy/dual combination therapy has been inadequate.

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.

Note 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
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 Where a patient has had at least one PAH agent PBS-subsidised and the other(s) non-PBS-subsidised, apply under this
‘Initial 2' treatment phase for the non-PBS-subsidised agent(s). Transitioning of the non-PBS to PBS-subsidised supply will
be subject to restrictions in Initial 2. For the existing PBS-subsidised agent(s), the authority application(s) are to be through
the Continuing treatment phase of that agent(s).

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 - changing to this drug in combination therapy (dual or triple therapy)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

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

Treatment criteria:

¢ Patient must be undergoing existing PBS-subsidised combination therapy with at least this drug in the combination
changing; combination therapy is not to commence through this Treatment phase listing, AND

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.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment of combination therapy (dual or triple therapy, excluding selexipag)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

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

Treatment criteria:
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e Patient must be undergoing continuing treatment of existing PBS-subsidised combination therapy (dual/triple therapy,
excluding selexipag), where this drug in the combination remains unchanged from the previous authority application,
AND

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.

Note 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
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 combination therapy, but with a change in at least one agent, the 'Initial 3 - change'

treatment phase restriction of the new drug(s) outlines the continuing eligibility of that new drug.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply of combination therapy (dual or triple therapy,

excluding selexipag) - Grandfather arrangements where each drug has not been a PBS benefit

Clinical criteria:

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised dual therapy consisting of one
endothelin receptor antagonist with one phosphodiesterase-5 inhibitor, where each drug was not a PBS benefit; this
authority application is to continue such combination therapy; OR

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised triple therapy consisting of one
endothelin receptor antagonist, one prostanoid, one phosphodiesterase-5 inhibitor, where each drug was not a PBS
benefit; this authority application is to continue such combination therapy, AND

¢ The condition must have, prior to the time non-PBS combination therapy was initiated, progressed to at least Class llI
PAH despite treatment with at least one drug from the drug classes mentioned above; OR

e The condition must have, at the time non-PBS combination therapy was initiated, been both: (i) classed as at least Class
Il PAH, (ii) untreated with any drug from the drug classes mentioned above.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6MWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH

physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical

records.

(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to

interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of

predicted.

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

e Heritable PAH

88

Schedule of Pharmaceutical Benefits — April 2024



CARDIOVASCULAR SYSTEM

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

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

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

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

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. 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"'.

sildenafil 20 mg tablet, 90

12138W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 144.92 2 Revatio [UJ] a SILDATIO PHT [RW]
2 Sildenafil PHT APOTEX [TY] 2 Sildenafil Sandoz PHT 20 [SZ]
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= TADALAFIL

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)
Treatment Phase: Initial 1 (new patients)
Clinical criteria:
¢ 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 || PAH, or WHO Functional Class IIl PAH, AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, riociguat.
Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time
assessment) or in writing via HPOS form upload or mail.
If the application is submitted through HPOS form upload or mail, it must include:
(a) a completed authority prescription form; 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).
(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:
(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no
greater than 15 mmHg; or
(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure
assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.
(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:
- RHC composite assessment; and
- ECHO composite assessment; and
- 6 Minute Walk Test (6EMWT)
Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:
- RHC plus ECHO composite assessments;
- RHC composite assessment plus 6MWT;
- RHC composite assessment only.
In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:
- ECHO composite assessment plus 6MWT;
- ECHO composite assessment only.
(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:
(i) for why fewer than 3 tests are able to be performed on clinical grounds;
(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.
(4) Confirm that the test results are of a recency that the PAH physician making this authority application is satisfied that the
diagnosis of PAH is current.
(5) Confirm that this authority application is not seeking subsidy for a patient 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 test results must not be more than 6 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
e 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. Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (change)

Clinical criteria:

e Patient must have documented WHO Functional Class Il PAH, or WHO Functional Class IIl 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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. 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

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.

A prior PAH agent is any of: ambrisentan, bosentan, macitentan, sildenafil, tadalafil, epoprostenol, iloprost, 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. Monday to Friday).

tadalafil 20 mg tablet, 56
1304P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 502.93 2 Adcirca [LY] 2 Tadalca [CR]
2 TADALIS 20 [LR]

= TADALAFIL
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)
Treatment Phase: Initial 1 - combination therapy (dual or triple therapy, excluding selexipag) in an untreated patient
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Clinical criteria:

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 Ill PAH or WHO Functional Class IV PAH, AND

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

¢ The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one

phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient with class IV PAH.
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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (mPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6MWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,
is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH
physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical
records.

(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to
interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of
predicted.

Note 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
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 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
e 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. Monday to Friday).

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

Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)

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

Or mailed to:
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Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 - starting combination therapy (dual or triple therapy, excluding selexipag) in a treated patient
where a diagnosis of pulmonary arterial hypertension is established through a prior PBS authority application

Clinical criteria:

e Patient must currently have WHO Functional Class Ill PAH or WHO Functional Class IV PAH, 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; OR

¢ The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) one prostanoid; triple combination therapy is treating a patient in whom
monotherapy/dual combination therapy has been inadequate.

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.

Note 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
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 Where a patient has had at least one PAH agent PBS-subsidised and the other(s) non-PBS-subsidised, apply under this
‘Initial 2' treatment phase for the non-PBS-subsidised agent(s). Transitioning of the non-PBS to PBS-subsidised supply will
be subject to restrictions in Initial 2. For the existing PBS-subsidised agent(s), the authority application(s) are to be through
the Continuing treatment phase of that agent(s).

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 - changing to this drug in combination therapy (dual or triple therapy)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

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

Treatment criteria:

e Patient must be undergoing existing PBS-subsidised combination therapy with at least this drug in the combination
changing; combination therapy is not to commence through this Treatment phase listing, AND

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.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment of combination therapy (dual or triple therapy, excluding selexipag)

Clinical criteria:

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

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor; OR

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

Treatment criteria:
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e Patient must be undergoing continuing treatment of existing PBS-subsidised combination therapy (dual/triple therapy,
excluding selexipag), where this drug in the combination remains unchanged from the previous authority application,
AND

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.

Note 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
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 combination therapy, but with a change in at least one agent, the 'Initial 3 - change'

treatment phase restriction of the new drug(s) outlines the continuing eligibility of that new drug.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply of combination therapy (dual or triple therapy,

excluding selexipag) - Grandfather arrangements where each drug has not been a PBS benefit

Clinical criteria:

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised dual therapy consisting of one
endothelin receptor antagonist with one phosphodiesterase-5 inhibitor, where each drug was not a PBS benefit; this
authority application is to continue such combination therapy; OR

e Patient must have been receiving, prior to 1 December 2022, non-PBS-subsidised triple therapy consisting of one
endothelin receptor antagonist, one prostanoid, one phosphodiesterase-5 inhibitor, where each drug was not a PBS
benefit; this authority application is to continue such combination therapy, AND

¢ The condition must have, prior to the time non-PBS combination therapy was initiated, progressed to at least Class llI
PAH despite treatment with at least one drug from the drug classes mentioned above; OR

e The condition must have, at the time non-PBS combination therapy was initiated, been both: (i) classed as at least Class
Il PAH, (ii) untreated with any drug from the drug classes mentioned above.

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.

Applications for authorisation of initial treatment must be made via the Online PBS Authorities System (real time

assessment) or in writing via HPOS form upload or mail.

If the application is submitted through HPOS form upload or mail, it must include:

(a) a completed authority prescription form; 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).

(1) Confirm that the patient has a diagnosis of pulmonary arterial hypertension (PAH) in line with the following definition:

(a) mean pulmonary artery pressure (MPAP) at least 25 mmHg at rest and pulmonary artery wedge pressure (PAWP) no

greater than 15 mmHg; or

(b) where right heart catheterisation (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure

assessed by echocardiography (ECHO) is greater than 40 mmHg, with normal left ventricular function.

(2) Confirm that in forming the diagnosis of PAH, the following tests have been conducted:

- RHC composite assessment; and

- ECHO composite assessment; and

- 6 Minute Walk Test (6MWT)

Where it is not possible to perform all 3 tests on clinical grounds, the expected test combination, in descending order, is:

- RHC plus ECHO composite assessments;

- RHC composite assessment plus 6MWT;

- RHC composite assessment only.

In circumstances where RHC cannot be performed on clinical grounds, the expected test combination, in descending order,

is:

- ECHO composite assessment plus 6MWT;

- ECHO composite assessment only.

(3) Document the findings of these tests in the patient's medical records, including, where relevant only, the reason/s:

(i) for why fewer than 3 tests are able to be performed on clinical grounds;

(ii) why RHC cannot be performed on clinical grounds - confirm this by obtaining a second opinion from another PAH

physician or cardiologist with expertise in the management of PAH; document that this has occurred in the patient's medical

records.

(4) Confirm that this authority application is not seeking subsidy for a patient with pulmonary hypertension secondary to

interstitial lung disease associated with connective tissue disease, where the total lung capacity is less than 70% of

predicted.

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

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

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

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

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

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

¢ 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, () 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 gquantity 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. 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"'.

tadalafil 20 mg tablet, 56
12150L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 502.93 2 Adcirca [LY] 2 Tadalca [CR]
2 TADALIS 20 [LR]
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ANTIPSORIATICS

ANTIPSORIATICS FOR SYSTEMIC USE
Psoralens for systemic use

= METHOXSALEN
Caution This drug is for ex vivo administration and must not to be injected directly into the patient.
Note The maximum quantity and maximum number of repeats are based on the following treatment protocol: one day of
treatment per week for six weeks, then every two weeks for 12 weeks, then monthly thereafter. This differs from the
Product Information. Requests for increased maximum quantities/maximum repeats will not be considered.
Authority required (STREAMLINED)
10989
Erythrodermic stage IllI-IVa T4 MO Cutaneous T-cell ymphoma
Treatment Phase: Continuing treatment
Clinical criteria:
o Patient must have received PBS-subsidised treatment with this drug for this PBS indication, AND
¢ Patient must have demonstrated a response to treatment with this drug if treatment is continuing beyond 6 months of
treatment for the first time, AND

e The treatment must be the sole PBS-subsidised systemic anti-cancer therapy for this PBS indication; OR
¢ The treatment must be in combination with peginterferon alfa-2a only if used in combination with another drug, AND
e Patient must be receiving the medical service as described in item 14249 of the Medicare Benefits Schedule.
Treatment criteria:
e Must be treated by a haematologist; OR
e Must be treated by a medical physician working under the supervision of a haematologist.
A response, for the purposes of administering this continuing restriction, is defined as attaining a reduction of at least 50% in
the overall skin lesion score from baseline, for at least 4 consecutive weeks. Refer to the Product Information for directions
on calculating an overall skin lesion score. The definition of a clinically significant reduction in the Product Information differs
to the 50% requirement for PBS-subsidy. Response only needs to be demonstrated after the first six months of treatment

methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials

12173Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

0.08 5 . *225.67  Uvadex [TQ]

* METHOXSALEN
Caution This drug is for ex vivo administration and must not to be injected directly into the patient.
Note The maximum quantity and maximum number of repeats are based on the following treatment protocol: one day of
treatment per week for six weeks, then every two weeks for 12 weeks, then monthly thereafter. This differs from the
Product Information. Requests for increased maximum quantities/maximum repeats will not be considered.
Authority required (STREAMLINED)

10971
Erythrodermic stage IllI-IVa T4 MO Cutaneous T-cell ymphoma

Treatment Phase: Initial treatment

Clinical criteria:

o Patient must have experienced disease progression while on at least one systemic treatment for this PBS indication prior
to initiating treatment with this drug; OR

o Patient must have experienced an intolerance necessitating permanent treatment withdrawal to at least one systemic
treatment for this PBS indication prior to initiating treatment with this drug, AND

e The treatment must be the sole PBS-subsidised systemic anti-cancer therapy for this PBS indication; OR
e The treatment must be in combination with peginterferon alfa-2a only if used in combination with another drug, AND

e Patient must be receiving the medical service as described in item 14247 of the Medicare Benefits Schedule, AND

e Patient must not have previously received PBS-subsidised treatment with this drug for this PBS indication.
Treatment criteria:

e Must be treated by a haematologist; OR
e Must be treated by a medical physician working under the supervision of a haematologist.
Population criteria:

o Patient must be aged 18 years or over.
methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials
12162D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
0.17 6 .. *442.97  Uvadex [TQ]

= METHOXSALEN
Caution This drug is for ex vivo administration and must not to be injected directly into the patient.
Note Up to 2 additional repeats to that stated in this listing may be sought.
Note No increase in the maximum quantity or number of units may be authorised.
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Authority required (STREAMLINED)

12567

Chronic graft versus host disease

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have received, at anytime prior to this pharmaceutical benefit within the same treatment episode, both: (i)
this drug subsidised through the Initial treatment listing, (ii) the extracorporeal photopheresis-MBS benefit for initial
treatment, AND

e Patient must have demonstrated a response to initial treatment with this drug (administered as part of MBS-subsidised
extracorporeal photopheresis treatment) obtained through this drug's 'Initial treatment' PBS-listing for the same treatment
episode.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR

e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist
types, AND

o Patient must be undergoing concurrent treatment with extracorporeal photopheresis as described in the Medicare
Benefits Schedule for this condition, AND

e Patient must not be undergoing re-treatment through this treatment phase immediately following a relapse - see 'Initial
treatment' for resuming treatment following relapse.

methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials
12839R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

0.17 . . *442.97  Uvadex [TQ]

= METHOXSALEN
Caution This drug is for ex vivo administration and must not to be injected directly into the patient.

Note Current Medicare Benefits Schedule item numbers for extracorporeal photopheresis for the treatment of chronic graft-versus
host disease are: 13761 and 13762.

Note A new treatment episode is considered to have begun when treatment with this drug/extracorporeal photopheresis follows a
relapse of the condition. There is no limit on the number of new treatment cycles that may be commenced, but re-treatment
following a relapse must not commence under 'Continuing treatment'.

Note A maximum quantity (vials) of 12 with 1 repeat prescription provides 24 doses of this drug. An additional 25" dose can be
prescribed under this treatment phase by issuance of a further prescription made out for one vial with nil repeats.
Alternatively, the 25" dose can be sought under the 'Continuing treatment' restriction. The 26" dose and onwards must be
requested under the 'Continuing treatment' restriction.

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

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

Authority required (STREAMLINED)

12579

Chronic graft versus host disease

Treatment Phase: Initial treatment in a treatment episode

Clinical criteria:

e The condition must be inadequately responsive to systemic corticosteroid treatment at a therapeutic dose, but has never
been treated with this drug; OR

e The condition must have relapsed within 8 weeks of prior PBS-subsidised treatment with this drug administered via
extracorporeal photopheresis; OR

e The condition must have relapsed with each of the following conditions being met: (i) prior PBS-subsidised treatment with
this drug administered via extracorporeal photopheresis last occurred at least 8 weeks ago, (ii) a subsequent trial of
systemic corticosteroids at therapeutic doses has been completed.

Treatment criteria:

¢ Patient must be undergoing treatment with this drug that is being administered within at least one of: (i) the first 12 weeks
of a treatment episode, (i) the first 25 doses (inclusive of the 25™ dose) of a treatment episode, AND

e Must be treated by a haematologist; OR

e Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR

e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist
types, AND

¢ Patient must be undergoing treatment with this drug following allogeneic haematopoietic stem cell transplantation, AND

e Patient must be undergoing concurrent treatment with extracorporeal photopheresis as described in the Medicare
Benefits Schedule for this condition.

methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials
12855N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 1 . 2555.65  Uvadex [TQ]

" OTHER DERMATOLOGICAL PREPARATIONS

OTHER DERMATOLOGICAL PREPARATIONS
Agents for dermatitis, excluding corticosteroids
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* OMALIZUMAB

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic spontaneous urticaria

Treatment Phase: Initial treatment

Treatment criteria:

Must be treated by a clinical immunologist; OR

Must be treated by an allergist; OR

Must be treated by a dermatologist; OR

Must be treated by a general physician with expertise in the management of chronic spontaneous urticaria (CSU).

Clinical criteria:

¢ The condition must be based on both physical examination and patient history (to exclude any factors that may be
triggering the urticaria), AND

e Patient must have experienced itch and hives that persist on a daily basis for at least 6 weeks despite treatment with H1
antihistamines, AND

e Patient must have failed to achieve an adequate response after a minimum of 2 weeks treatment with a standard
therapy, AND

e Patient must not receive more than 12 weeks of treatment under this restriction.

A standard therapy is defined as a combination of therapies that includes H1 antihistamines at maximally tolerated doses in

accordance with clinical guidelines, and one of the following:

1) a H2 receptor antagonist (150 mg twice per day); or

2) a leukotriene receptor antagonist (LTRA) (10 mg per day); or

3) doxepin (up to 25 mg three times a day)

If the requirement for treatment with H1 antihistamines and a H2 receptor antagonist, or a leukotriene receptor antagonist or

doxepin cannot be met because of contraindications according to the relevant TGA-approved Product Information and/or

intolerances of a severity necessitating permanent treatment withdrawal, details of the contraindication and/or intolerance

must be provided in the authority application.

A failure to achieve an adequate response to standard therapy is defined as a current Urticaria Activity Score 7 (UAS7)

score of equal to or greater than 28 with an itch score of greater than 8, as assessed while still on standard therapy.

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

(a) a completed authority prescription form; and

(b) a completed Chronic Spontaneous Urticaria Omalizumab Initial PBS Authority Application - Supporting Information Form

which must include:

(i) demonstration of failure to achieve an adequate response to standard therapy; and

(i) drug names and doses of standard therapies that the patient has failed; and

(iii) a signed patient acknowledgment that cessation of therapy should be considered after the patient has demonstrated

clinical benefit with omalizumab to re-evaluate the need for continued therapy. Any patient who ceases therapy and whose

CSU relapses will need to re-initiate PBS-subsidised omalizumab as a new patient.

omalizumab 150 mg/mL injection, 1 mL syringe
11175E Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

2 2 . *861.17  Xolair [NV]

* OMALIZUMAB

Note A proportion of patients respond to 150 mg 4-weekly so where a substantial improvement has been obtained with a 300 mg

dose it is reasonable to back-titrate dose after initial treatment.

Note Cessation of therapy should be considered after the patient has demonstrated clinical benefit with omalizumab to re-

evaluate the need for continued therapy. Any patient who ceases therapy and whose CSU relapses will need to re-initiate
PBS-subsidised omalizumab as a new patient.

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 chronic spontaneous urticaria

Treatment Phase: Continuing treatment

Treatment criteria:

Must be treated by a clinical immunologist; OR

Must be treated by an allergist; OR

Must be treated by a dermatologist; OR

Must be treated by a general physician with expertise in the management of chronic spontaneous urticaria (CSU).
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Clinical criteria:

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

e Patient must not receive more than 24 weeks per authorised course of treatment under this restriction.

omalizumab 150 mg/mL injection, 1 mL syringe
11163M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *861.17  Xolair [NV]

SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

PITUITARY AND HYPOTHALAMIC HORMONES AND ANALOGUES

ANTERIOR PITUITARY LOBE HORMONES AND ANALOGUES
Other anterior pituitary lobe hormones and analogues

» PEGVISOMANT

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

Authority required

Acromegaly

Treatment Phase: Initial treatment

Clinical criteria:

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

e Patient must have an age- and sex-adjusted insulin-like growth factor 1 (IGF-1) concentration greater than the upper limit
of normal (ULN), AND

e The treatment must be after failure to achieve biochemical control with a maximum indicated dose of either 30 mg
octreotide LAR or 120 mg lanreotide ATG every 28 days for 24 weeks; unless contraindicated or not tolerated according
to the TGA approved Product Information, AND

¢ The treatment must not be given concomitantly with a PBS-subsidised somatostatin analogue.

Somatostatin analogues include octreotide, lanreotide and pasireotide

Failure to achieve biochemical control after completion of a prior therapy with either octreotide or lanreotide is defined as:

1) Growth hormone level greater than 1 mcg/L or 3 mIU/L; OR

2) IGF-1 level is greater than the age- and sex-adjusted ULN.

If treatment with either octreotide or lanreotide is contraindicated according to the relevant TGA-approved Product

Information, the application must provide details of contraindication.

If intolerance to either octreotide or lanreotide treatment developed during the relevant period of use which is of a severity to

necessitate withdrawal of the treatment, the application must provide details of the nature and severity of this intolerance.

In a patient treated with radiotherapy, pegvisomant should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pegvisomant should be withdrawn at least 8 weeks prior to the assessment of

remission.

Biochemical evidence of remission is defined as normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1).

Two completed authority prescriptions should be submitted with the initial application for this drug. One prescription should

be for the loading dose of 80 mg for a quantity of 4 vials of 20 mg with no repeats. The second prescription should be for

subsequent doses, starting from 10 mg daily, and allowing dose adjustments in increments of 5 mg based on serum IGF-1
levels measured every 4 to 6 weeks in order to maintain the serum IGF-1 level within the age-adjusted normal range based
on the dosage recommendations in the TGA-approved Product Information.

The authority application must be made in writing and must include:
a) two completed authority prescription forms ; and
b) a completed Acromegaly Pegvisomant initial PBS Authority Application - Supporting Information Form; and

c) in a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy,
the date and result of IGF-1 levels taken at the most recent two yearly assessment in the 10 years after completion of
radiotherapy; and

d) a recent result of the IGF-1 level and the date of assessment ; and

e) demonstration of failure to achieve biochemical control after completion of a prior therapy with either octreotide or
lanreotide

No increase in the maximum quantity or number of units may be authorised for the loading dose.
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pegvisomant 20 mg injection [1 vial] (&) inert substance diluent [1 syringe], 1 pack
11166Q Max.QtyPacks No.ofRpts ~ Premum$  DPMQ$ Brand Name and Manufacturer

4 . . *558.85 Somavert [PF]

» PEGVISOMANT

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

Note

Authority required

Acromegaly

Treatment Phase: Initial treatment
Clinical criteria:

¢ Patient must not have previously received PBS-subsidised treatment with this drug for this condition, AND

e Patient must have an age- and sex-adjusted insulin-like growth factor 1 (IGF-1) concentration greater than the upper limit
of normal (ULN), AND

e The treatment must be after failure to achieve biochemical control with a maximum indicated dose of either 30 mg
octreotide LAR or 120 mg lanreotide ATG every 28 days for 24 weeks; unless contraindicated or not tolerated according
to the TGA approved Product Information, AND

e The treatment must not be given concomitantly with a PBS-subsidised somatostatin analogue.

Somatostatin analogues include octreotide, lanreotide and pasireotide

Failure to achieve biochemical control after completion of a prior therapy with either octreotide or lanreotide is defined as:

1) Growth hormone level greater than 1 mcg/L or 3 mIU/L; OR

2) IGF-1 level is greater than the age- and sex-adjusted ULN.

If treatment with either octreotide or lanreotide is contraindicated according to the relevant TGA-approved Product

Information, the application must provide details of contraindication.

If intolerance to either octreotide or lanreotide treatment developed during the relevant period of use which is of a severity to

necessitate withdrawal of the treatment, the application must provide details of the nature and severity of this intolerance.

In a patient treated with radiotherapy, pegvisomant should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pegvisomant should be withdrawn at least 8 weeks prior to the assessment of

remission.

Biochemical evidence of remission is defined as normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1).

Two completed authority prescriptions should be submitted with the initial application for this drug. One prescription should

be for the loading dose of 80 mg for a quantity of 4 vials of 20 mg with no repeats. The second prescription should be for

subsequent doses, starting from 10 mg daily, and allowing dose adjustments in increments of 5 mg based on serum IGF-1

levels measured every 4 to 6 weeks in order to maintain the serum IGF-1 level within the age-adjusted normal range based

on the dosage recommendations in the TGA-approved Product Information.

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

a) two completed authority prescription forms ; and

b) a completed Acromegaly Pegvisomant initial PBS Authority Application - Supporting Information Form; and

c) in a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy,

the date and result of IGF-1 levels taken at the most recent two yearly assessment in the 10 years after completion of

radiotherapy; and

d) a recent result of the IGF-1 level and the date of assessment ; and

e) demonstration of failure to achieve biochemical control after completion of a prior therapy with either octreotide or
lanreotide

No increase in the maximum quantity or number of units may be authorised for the loading dose.
Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs Programs

Reply Paid 9826

HOBART TAS 7001

Authority required

Acromegaly

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
e The treatment must not be given concomitantly with a PBS-subsidised somatostatin analogue, AND

e The treatment must cease if IGF-1 is not lower after 3 months of pegvisomant treatment at the maximum tolerated dose.
Somatostatin analogues include octreotide, lanreotide and pasireotide

In a patient treated with radiotherapy, pegvisomant should be withdrawn every 2 years in the 10 years after completion of
radiotherapy for assessment of remission. Pegvisomant should be withdrawn at least 8 weeks prior to the assessment of
remission.

Biochemical evidence of remission is defined as normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1).
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In a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy must
be provided; and a copy of IGF-1 level taken at the most recent two yearly assessment in the 10 years after completion of
radiotherapy must be provided at the time of application.

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

pegvisomant 10 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
11167R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 4018.01 Somavert [PF]

pegvisomant 15 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
11172B Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 4018.01 Somavert [PF]

pegvisomant 20 mg injection [30 vials] (&) inert substance diluent [30 syringes], 1 pack
11174D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 4018.01 Somavert [PF]

HYPOTHALAMIC HORMONES

Somatostatin and analogues
= LANREOTIDE

Note Somatuline Autogel and Mytolac products are equivalent for the purpose of substitution. Pharmacists should ensure that

patients are educated regarding the product differences upon dispensing.

Authority required (STREAMLINED)

9261

Acromegaly

Clinical criteria:

e The condition must be active, AND

e Patient must have persistent elevation of mean growth hormone levels of greater than 2.5 micrograms per litre, AND

e The treatment must be after failure of other therapy including dopamine agonists; OR

e The treatment must be as interim treatment while awaiting the effects of radiotherapy and where treatment with
dopamine agonists has failed; OR

e The treatment must be in a patient who is unfit for or unwilling to undergo surgery and where radiotherapy is
contraindicated, AND

e The treatment must cease in a patient treated with radiotherapy if there is biochemical evidence of remission (normal
IGF1) after lanreotide has been withdrawn for at least 4 weeks (8 weeks after the last dose), AND

e The treatment must cease if IGF1 is not lower after 3 months of treatment, AND

e The treatment must not be given concomitantly with PBS-subsidised pegvisomant.

In a patient treated with radiotherapy, lanreotide should be withdrawn every 2 years in the 10 years after radiotherapy for

assessment of remission.

Authority required (STREAMLINED)

9260
Functional carcinoid tumour

Clinical criteria:

e The condition must be causing intractable symptoms, AND

e Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which
persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND

e Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND

e The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of
symptoms after 3 months' therapy at a dose of 120 mg every 28 days.

Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to

determine the minimum effective dose.

lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe

6425E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *2629.89 2 Mytolac [GH] @ Somatuline Autogel [IS]

lanreotide 60 mg/0.5 mL injection, 0.5 mL syringe

6423C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *1747.83 2 Mytolac [GH] @ Somatuline Autogel [IS]

lanreotide 90 mg/0.5 mL injection, 0.5 mL syringe
6424D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

2 5 . *2310.11 2 Mytolac [GH] a Somatuline Autogel [IS]
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= | ANREOTIDE

Note Somatuline Autogel and Mytolac products are equivalent for the purpose of substitution. Pharmacists should ensure that
patients are educated regarding the product differences upon dispensing.

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

Note No increase in the maximum number of repeats may be authorised.
Authority required (STREAMLINED)
10077
Non-functional gastroenteropancreatic neuroendocrine tumour (GEP-NET)
Clinical criteria:
e The condition must be unresectable locally advanced disease or metastatic disease, AND
e The condition must be World Health Organisation (WHO) grade 1 or 2, AND

¢ The treatment must be the sole PBS-subsidised therapy for this condition.
Population criteria:

e Patient must be aged 18 years or older.
WHO grade 1 of GEP-NET is defined as a mitotic count (LOHPF) of less than 2 and Ki-67 index (%) of less than or equal to
2

WHO grade 2 of GEP-NET is defined as a mitotic count (L0HPF) of 2-20 and Ki-67 index (%) of 3-20.

lanreotide 120 mg/0.5 mL injection, 0.5 mL syringe
11527Q Max.Qty Packs No. of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

2 5 . *2629.89 2 Mytolac [GH] 2 Somatuline Autogel [IS]

= OCTREOTIDE

Authority required (STREAMLINED)

9262

Acromegaly

Clinical criteria:

e The condition must be controlled with octreotide immediate release injections, AND

e The treatment must cease in a patient treated with radiotherapy if there is biochemical evidence of remission (normal
IGF1) after octreotide has been withdrawn for at least 4 weeks (8 weeks after the last dose), AND

e The treatment must cease if IGF1 is not lower after 3 months of treatment, AND

e The treatment must not be given concomitantly with PBS-subsidised lanreotide or pegvisomant for this condition.

In a patient treated with radiotherapy, octreotide should be withdrawn every 2 years in the 10 years after radiotherapy for

assessment of remission

Authority required (STREAMLINED)

9313

Functional carcinoid tumour

Clinical criteria:

¢ Patient must have achieved symptom control on octreotide immediate release injections, AND

e The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of
symptoms after 3 months therapy at a dose of 30 mg every 28 days and having allowed adequate rescue therapy with
octreotide immediate release injections.

Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to

determine the minimum effective dose.

Authority required (STREAMLINED)

9288

Vasoactive intestinal peptide secreting tumour (VIPoma)

Clinical criteria:

e Patient must have achieved symptom control on octreotide immediate release injections, AND

e The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of
symptoms after 3 months therapy at a dose of 30 mg every 28 days and having allowed adequate rescue therapy with
octreotide immediate release injections.

Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to

determine the minimum effective dose.

octreotide 10 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1 pack
10566D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

2 5 . *829.09 2 Octreotide Depot [TB] @ Sandostatin LAR [NV]

octreotide 20 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1 pack
10549F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

2 5 . *1098.99 2 Octreotide Depot [TB] @ Sandostatin LAR [NV]

octreotide 30 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1 pack
10558Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

2 5 . *1255.69 2 Octreotide Depot [TB] @ Sandostatin LAR [NV]
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= OCTREOTIDE
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

10077

Non-functional gastroenteropancreatic neuroendocrine tumour (GEP-NET)

Clinical criteria:

e The condition must be unresectable locally advanced disease or metastatic disease, AND
e The condition must be World Health Organisation (WHO) grade 1 or 2, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.
Population criteria:

e Patient must be aged 18 years or older.
WHO grade 1 of GEP-NET is defined as a mitotic count (LOHPF) of less than 2 and Ki-67 index (%) of less than or equal to
2

WHO grade 2 of GEP-NET is defined as a mitotic count (L0HPF) of 2-20 and Ki-67 index (%) of 3-20.

octreotide 30 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1 pack
11894B Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

2 5 . *1255.69 2 Octreotide Depot [TB] @ Sandostatin LAR [NV]

= OCTREOTIDE

Authority required (STREAMLINED)

9233

Acromegaly

Clinical criteria:

¢ The condition must be active, AND

e Patient must have persistent elevation of mean growth hormone levels of greater than 2.5 micrograms per litre, AND

e The treatment must be after failure of other therapy including dopamine agonists; OR

e The treatment must be as interim treatment while awaiting the effects of radiotherapy and where treatment with
dopamine agonists has failed; OR

e The treatment must be in a patient who is unfit for or unwilling to undergo surgery and where radiotherapy is
contraindicated, AND

e The treatment must cease in a patient treated with radiotherapy if there is biochemical evidence of remission (normal
IGF1) after octreotide has been withdrawn for at least 4 weeks, AND

e The treatment must cease if IGF1 is not lower after 3 months of treatment at a dose of 100 micrograms 3 time daily, AND

e The treatment must not be given concomitantly with PBS-subsidised lanreotide or pegvisomant for this condition.

In a patient treated with radiotherapy, octreotide should be withdrawn every 2 years in the 10 years after radiotherapy for
assessment of remission

Authority required (STREAMLINED)

9289
Functional carcinoid tumour

Clinical criteria:

e The condition must be causing intractable symptoms, AND

o Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which
persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND

e Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND

e The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of
symptoms after 2 months' therapy.

Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to

determine the minimum effective dose.

Authority required (STREAMLINED)
9232
Vasoactive intestinal peptide secreting tumour (VIPoma)
Clinical criteria:
e The condition must be causing intractable symptoms, AND
e Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which
persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND
¢ Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND
e The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of
symptoms after 2 months' therapy.
Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to
determine the minimum effective dose.
octreotide 50 microgram/mL injection, 5 x 1 mL ampoules
6227R Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
18 11 . *202.77 2 Octreotide GH [HQ] & Octreotide (SUN) [RA]
@ Sandostatin 0.05 [NV]
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octreotide 100 microgram/mL injection, 5 x 1 mL ampoules
6228T Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
18 11 . *396.63 2 Octreotide GH [HQ] 2 Octreotide (SUN) [RA]
2 Sandostatin 0.1 [NV]
octreotide 500 microgram/mL injection, 5 x 1 mL ampoules
6229W Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

18 11 . *1918.71 2 Octreotide GH [HQ)] 2 Octreotide (SUN) [RA]
@ Sandostatin 0.5 [NV]

=» PASIREOTIDE EMBONATE

Caution Careful monitoring of patients is mandatory due to high risk of developing hyperglycaemia
Note Special Pricing Arrangements apply.

Authority required

Acromegaly

Treatment Phase: Initial treatment

Clinical criteria:

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

e Patient must have a mean growth hormone (GH) level greater than 1 microgram per litre or 3 mIU/L; OR

e Patient must have an age- and sex-adjusted insulin-like growth factor 1 (IGF-1) concentration greater than the upper limit
of normal (ULN), AND

¢ The treatment must be after failure to achieve biochemical control with a maximum indicated dose of either 30 mg
octreotide LAR or 120 mg lanreotide ATG every 28 days for 24 weeks; unless contraindicated or not tolerated according
to the TGA approved Product Information, AND

e The treatment must not be given concomitantly with PBS-subsidised pegvisomant.

Population criteria:

e Patient must be aged 18 years or older.

If treatment with either octreotide or lanreotide is contraindicated according to the relevant TGA-approved Product

Information, the application must provide details of contraindication.

If intolerance to either octreotide or lanreotide treatment developed during the relevant period of use which is of a severity to

necessitate withdrawal of the treatment, the application must provide details of the nature and severity of this intolerance.

Failure to achieve biochemical control after completion of a prior therapy with either octreotide or lanreotide is defined as:

1) Growth hormone level greater than 1 mcg/L or 3 mIU/L; OR

2) IGF-1 level is greater than the age- and sex-adjusted ULN.

In a patient treated with radiotherapy, pasireotide should be withdrawn every 2 years in the 10 years after completion of

radiotherapy for assessment of remission. Pasireotide should be withdrawn at least 8 weeks prior to the assessment of

remission.

Biochemical evidence of remission is defined as:

1) Growth hormone (GH) levels of less than 1 mcg/L or 3 mlU/L; OR

2) normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1)

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

a) a completed authority prescription form; and

b) a completed Acromegaly PBS Authority Application - Supporting Information Form; and

c) in a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy

must be provided; the date and result of GH or IGF-1 levels taken at the most recent two yearly assessment in the 10 years

after completion of radiotherapy must be provided; and

d) a recent result of GH or IGF-1 levels must be provided.

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

Acromegaly

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
e The treatment must not be given concomitantly with PBS-subsidised pegvisomant.

Population criteria:

o Patient must be aged 18 years or older.
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In a patient treated with radiotherapy, pasireotide should be withdrawn every 2 years in the 10 years after completion of
radiotherapy for assessment of remission. Pasireotide should be withdrawn at least 8 weeks prior to the assessment of
remission.
Biochemical evidence of remission is defined as:
1) Growth hormone (GH) levels of less than 1 mcg/L or 3 mIU/L; OR
2) normalisation of sex- and age- adjusted insulin-like growth factor 1 (IGF-1)
In a patient who has been previously treated with radiotherapy for this condition, the date of completion of radiotherapy and
the GH and IGF-1 levels taken at the most recent two yearly assessment in the 10 years after completion of radiotherapy
must be provided at the time of approval.

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

pasireotide (as embonate) 20 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1
pack
10880P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *7458.37  Signifor LAR [RJ]

pasireotide (as embonate) 40 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1
pack
10884W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *7458.37  Signifor LAR [RJ]

pasireotide (as embonate) 60 mg modified release injection [1 vial] (&) inert substance diluent [2 mL syringe], 1
pack
108878 Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *7458.37  Signifor LAR [RJ]

® CALCIUM HOMEOSTASIS

ANTI-PARATHYROID AGENTS
Other anti-parathyroid agents

= CINACALCET
Note "Sustained" means the abnormality was detected on at least 2 blood samples collected over a period of 2 to 4 months.

Authority required (STREAMLINED)

10063

Secondary hyperparathyroidism

Treatment Phase: Continuing treatment

Treatment criteria:

e Must be treated by a nephrologist.

Clinical criteria:

e Patient must have chronic kidney disease, AND

e Patient must be on dialysis, AND

o Patient must have previously received PBS-subsidised treatment with this drug for this condition.

During the maintenance phase, iPTH should be monitored quarterly (measured at least 12 hours post dose) and dose
adjusted as necessary to maintain an appropriate iPTH concentration.

During the maintenance phase, prescribers should request approval to allow sufficient supply for 4 weeks treatment up to a
maximum of 6 months supply, with doses between 30 and 180 mg per day according to the patient's response and

tolerability.
cinacalcet 30 mg tablet, 28
11891W Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *59.81 2 Cinacalcet Viatris [AL] @ Pharmacor Cinacalcet [CR]

cinacalcet 60 mg tablet, 28
11889R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

2 5 . *107.25 2 Cinacalcet Viatris [AL] @ Pharmacor Cinacalcet [CR]

cinacalcet 90 mg tablet, 28
11888Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

2 5 . *156.39 2 Cinacalcet Mylan [AF] @ Cinacalcet Viatris [AL]
2 Pharmacor Cinacalcet [CR]
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= CINACALCET
Note "Sustained" means the abnormality was detected on at least 2 blood samples collected over a period of 2 to 4 months.
Authority required
Secondary hyperparathyroidism
Treatment Phase: Initial treatment
Treatment criteria:

e Must be treated by a nephrologist.

Clinical criteria:

e Patient must have chronic kidney disease, AND

e Patient must be on dialysis, AND

e Patient must have failed to respond to conventional therapy, AND

e Patient must have sustained hyperparathyroidism with iPTH of at least 50 pmol per L; OR

e Patient must have sustained hyperparathyroidism with iPTH of at least 15 pmol per L and less than 50 pmol per L and an
(adjusted) serum calcium concentration at least 2.6 mmol per L.

During the titration phase, intact PTH (iPTH) should be monitored 4 weekly (measured at least 12 hours post dose) and
dose titrated until an appropriate iPTH concentration is achieved.

During the titration phase, prescribers should request approval to allow sufficient supply for 4 weeks treatment at a time,
with doses between 30 and 180 mg per day according to the patient's response and tolerability.

cinacalcet 30 mg tablet, 28

9625N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *59.81 2 Cinacalcet Viatris [AL] 2 Pharmacor Cinacalcet [CR]

cinacalcet 60 mg tablet, 28

09626P Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *107.25 2 Cinacalcet Viatris [AL] 2 Pharmacor Cinacalcet [CR]

cinacalcet 90 mg tablet, 28

9627Q Max.Qty Packs No. of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *156.39 2 Cinacalcet Mylan [AF] 2 Cinacalcet Viatris [AL]

2 Pharmacor Cinacalcet [CR]

ANTIINFECTIVES FOR SYSTEMIC USE

ANTIBACTERIALS FOR SYSTEMIC USE

MACROLIDES, LINCOSAMIDES AND STREPTOGRAMINS
Macrolides

» AZITHROMYCIN
Authority required (STREAMLINED)
9604
Mycobacterium avium complex infection
Clinical criteria:
e The treatment must be for prophylaxis, AND
¢ Patient must be human immunodeficiency virus (HIV) positive, AND
o Patient must have CD4 cell counts of less than 75 per cubic millimetre.
azithromycin 600 mg tablet, 8
6221K Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

@ 2 5 . *123.57 Zithromax [PF]

" ANTIMYCOBACTERIALS

DRUGS FOR TREATMENT OF TUBERCULOSIS
Antibiotics

= RIFABUTIN
Authority required (STREAMLINED)
9560
Mycobacterium avium complex infection
Clinical criteria:
¢ Patient must be human immunodeficiency virus (HIV) positive.
Authority required (STREAMLINED)
9622
Mycobacterium avium complex infection
Clinical criteria:
¢ The treatment must be for prophylaxis, AND
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e Patient must be human immunodeficiency virus (HIV) positive, AND
¢ Patient must have CD4 cell counts of less than 75 per cubic millimetre.

rifabutin 150 mg capsule, 30
6195C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

(- 4 5 . *555.25  Mycobutin [PF]

® ANTIVIRALS FOR SYSTEMIC USE

DIRECT ACTING ANTIVIRALS
Nucleosides and nucleotides excl. reverse transcriptase inhibitors

» GANCICLOVIR
Authority required (STREAMLINED)
9404
Cytomegalovirus disease
Treatment Phase: Prophylaxis
Clinical criteria:

¢ Patient must be a bone marrow transplant recipient at risk of cytomegalovirus disease.
Authority required (STREAMLINED)

9526
Cytomegalovirus disease
Treatment Phase: Prophylaxis
Clinical criteria:
e Patient must be a solid organ transplant recipient at risk of cytomegalovirus disease.
ganciclovir 500 mg injection, 5 vials
6136Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

2 1 . *249.83 @ Cymevene [PB] 2 GANCICLOVIR SXP [XC]

= VALACICLOVIR

Authority required (STREAMLINED)
9267
Cytomegalovirus infection and disease
Treatment Phase: Prophylaxis
Clinical criteria:
e Patient must have undergone a renal transplant, AND
e Patient must be at risk of cytomegalovirus disease.

valaciclovir 500 mg tablet, 100

6280M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

5 2 . *216.37 2 APX-Valaciclovir [TY] @ Valaciclovir APOTEX [GX]
2 Valaciclovir RBX [RA]
B14.05 *230.42 @ Valtrex [RW]

= VALGANCICLOVIR
Authority required (STREAMLINED)
9316
Cytomegalovirus infection and disease
Treatment Phase: Prophylaxis
Clinical criteria:
o Patient must be a solid organ transplant recipient at risk of cytomegalovirus disease.
valganciclovir 50 mg/mL powder for oral liquid, 100 mL
9675F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

11 5 . *#4397.57  Valcyte [PB]

valganciclovir 450 mg tablet, 60

6357N Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *503.63 2 VALGANCICLOVIR HETERO [GG] 2 Valganciclovir Sandoz [SZ]

2 Valganciclovir Viatris [AL]

Antivirals for treatment of HCV infections
= GLECAPREVIR + PIBRENTASVIR

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

Authority required
Chronic hepatitis C infection
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Clinical criteria:
o Patient must meet the criteria set out in the General Statement for Drugs for the Treatment of Hepatitis C, AND
o Patient must be taking this drug as part of a regimen set out in the matrix in the General Statement for Drugs for the
Treatment of Hepatitis C, based on the hepatitis C virus genotype, patient treatment history and cirrhotic status, AND
e The treatment must be limited to a maximum duration of 16 weeks.
The application must include details of the prior treatment regimen containing an NS5A inhibitor.
glecaprevir 100 mg + pibrentasvir 40 mg tablet, 84
11337Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

@ 1 3 . 16895.04  Maviret [VE]

» GLECAPREVIR + PIBRENTASVIR

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

Authority required
Chronic hepatitis C infection
Clinical criteria:
¢ Patient must meet the criteria set out in the General Statement for Drugs for the Treatment of Hepatitis C, AND
o Patient must be taking this drug as part of a regimen set out in the matrix in the General Statement for Drugs for the
Treatment of Hepatitis C, based on the hepatitis C virus genotype, patient treatment history and cirrhotic status, AND
e The treatment must be limited to a maximum duration of 12 weeks.
glecaprevir 100 mg + pibrentasvir 40 mg tablet, 84
11346E Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

@ 1 2 . 16895.04  Maviret [VE]

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

Authority required
Chronic hepatitis C infection
Clinical criteria:
e Patient must meet the criteria set out in the General Statement for Drugs for the Treatment of Hepatitis C, AND
e Patient must be taking this drug as part of a regimen set out in the matrix in the General Statement for Drugs for the
Treatment of Hepatitis C, based on the hepatitis C virus genotype, patient treatment history and cirrhotic status, AND
e The treatment must be limited to a maximum duration of 8 weeks.
glecaprevir 100 mg + pibrentasvir 40 mg tablet, 84
11355P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

@ 1 1 . 16895.04  Maviret [VE]

= RIBAVIRIN
Caution Ribavirin is a category X drug and must not be given to pregnant women. Pregnancy in female patients or in the partners of
male patients must be avoided during treatment and during the 6 months period after cessation of treatment.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 888 333.
Authority required
Chronic hepatitis C infection
Clinical criteria:
o Patient must meet the criteria set out in the General Statement for Drugs for the Treatment of Hepatitis C, AND
¢ Patient must be taking this drug as part of a regimen set out in the matrix in the General Statement for Drugs for the
Treatment of Hepatitis C, based on the hepatitis C virus genotype, patient treatment history and cirrhotic status, AND
e The treatment must be limited to a maximum duration of 12 weeks.
Population criteria:
e Patient must not be pregnant or breastfeeding. Female partners of male patients must not be pregnant. Patients and their
partners must each be using an effective form of contraception if of child-bearing age.
ribavirin 200 mg tablet, 100
12809E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

© 2 2 . *996.37  Ibavyr [IX]

= SOFOSBUVIR + VELPATASVIR

Note No increase in the maximum quantity or number of units may be authorised.
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Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.
Authority required
Chronic hepatitis C infection
Clinical criteria:
o Patient must meet the criteria set out in the General Statement for Drugs for the Treatment of Hepatitis C, AND
e Patient must be taking this drug as part of a regimen set out in the matrix in the General Statement for Drugs for the
Treatment of Hepatitis C, based on the hepatitis C virus genotype, patient treatment history and cirrhotic status, AND
e The treatment must be limited to a maximum duration of 12 weeks.
sofosbuvir 400 mg + velpatasvir 100 mg tablet, 28
11144M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

(- 1 2 . 11923.37  Epclusa [GI]

= SOFOSBUVIR + VELPATASVIR + VOXILAPREVIR
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.
Authority required
Chronic hepatitis C infection
Clinical criteria:
e Patient must meet the criteria set out in the General Statement for Drugs for the Treatment of Hepatitis C, AND
¢ Patient must be taking this drug as part of a regimen set out in the matrix in the General Statement for Drugs for the
Treatment of Hepatitis C, based on the hepatitis C virus genotype, patient treatment history and cirrhotic status, AND
e The treatment must be limited to a maximum duration of 12 weeks.
The application must include details of the prior treatment regimen containing an NS5A inhibitor.
sofosbuvir 400 mg + velpatasvir 100 mg + voxilaprevir 100 mg tablet, 28
11659P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

@ 1 2 . 11923.37  Vosevi [Gl]

ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS

ANTINEOPLASTIC AGENTS

ANTIMETABOLITES
Pyrimidine analogues

= AZACITIDINE

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 6 months following cessation of therapy.

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

Authority required
Acute Myeloid Leukaemia
Clinical criteria:

e The treatment must be used in combination with venetoclax (refer to Product Information for timing of azacitidine and
venetoclax doses).

azacitidine 100 mg injection, 1 vial

12784W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 2 . *602.25 2 Azacitidine Accord [OC] @ Azacitidine Dr.Reddy's [RI]

2 Azacitidine Juno [JO] @ Azacitidine MSN [JU]

2 Azacitidine Sandoz [SZ] @ Azacitidine-Teva [TB]

= AZACITIDINE
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 6 months following cessation of therapy.

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

Authority required

Myelodysplastic syndrome

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
e Patient must not have progressive disease.
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Up to 6 cycles will be authorised.

azacitidine 100 mg injection, 1 vial

13033Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 5 . *602.25 ? Azacitidine Accord [OC] a Azacitidine Dr.Reddy's [RI]
& Azacitidine Juno [JO] @ Azacitidine MSN [JU]
@ Azacitidine Sandoz [SZ] @ Azacitidine-Teva [TB]
= AZACITIDINE

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 6 months following cessation of therapy.

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

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

Authority required

Acute Myeloid Leukaemia

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be acute myeloid leukaemia confirmed through a bone marrow biopsy report and full blood
examination, AND

e The condition must have 20% to 30% marrow blasts and multi-lineage dysplasia, according to World Health Organisation

(WHO) Classification.
The following reports must be documented in the patient's medical records:

(a) bone marrow biopsy report demonstrating that the patient has acute myeloid leukaemia; and
(b) full blood examination report.

azacitidine 100 mg injection, 1 vial

13038F Max.Qty Packs No.ofRRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 2 . *602.25 2 Azacitidine Accord [OC] @ Azacitidine Dr.Reddy's [RI]
@ Azacitidine Juno [JO] @ Azacitidine MSN [JU]
@ Azacitidine Sandoz [SZ] @ Azacitidine-Teva [TB]
= AZACITIDINE

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 6 months following cessation of therapy.

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

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

Authority required

Myelodysplastic syndrome

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be myelodysplastic syndrome confirmed through a bone marrow biopsy report and full blood
examination, AND

e The condition must be classified as Intermediate-2 according to the International Prognostic Scoring System (IPSS); OR

e The condition must be classified as high risk according to the International Prognostic Scoring System (IPSS).

Classification of the condition as Intermediate-2 requires a score of 1.5 to 2.0 on the IPSS, achieved with the possible

combinations:

a. 11% to 30% marrow blasts with good karyotypic status (normal, -Y alone, del(5q) alone, del(20q) alone), and 0 to 1

cytopenias; OR

b. 11% to 20% marrow blasts with intermediate karyotypic status (other abnormalities), and O to 1 cytopenias; OR

c. 11% to 20% marrow blasts with good karyotypic status (normal, -Y alone, del(5q) alone, del(20q) alone), and 2 to 3

cytopenias; OR

d. 5% to 10% marrow blasts with poor karyotypic status (3 or more abnormalities or chromosome 7 anomalies), regardless

of cytopenias; OR

e. 5% to 10% marrow blasts with intermediate karyotypic status (other abnormalities), and 2 to 3 cytopenias; OR

f. Less than 5% marrow blasts with poor karyotypic status (3 or more abnormalities or chromosome 7 anomalies), and 2 to 3

cytopenias.

Classification of the condition as high risk requires a score of 2.5 or more on the IPSS, achieved with the possible

combinations:

a. 21% to 30% marrow blasts with good karyotypic status (normal, -Y alone, del(5q) alone, del(20q) alone), and 2 to 3

cytopenias; OR

b. 21% to 30% marrow blasts with intermediate (other abnormalities) or poor karyotypic status (3 or more abnormalities or

chromosome 7 anomalies), regardless of cytopenias; OR

c. 11% to 20% marrow blasts with poor karyotypic status (3 or more abnormalities or chromosome 7 anomalies), regardless

of cytopenias; OR

d. 11% to 20% marrow blasts with intermediate karyotypic status (other abnormalities), and 2 to 3 cytopenias.

The following information must be provided by the prescriber at the time of application:

(a) The patient's International Prognostic Scoring System (IPSS) score
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The following reports must be documented in the patient's medical records:
(a) bone marrow biopsy report demonstrating that the patient has myelodysplastic syndrome; and
(b) full blood examination report; and

(c) pathology report detailing the cytogenetics demonstrating intermediate-2 or high-risk disease according to the
International Prognostic Scoring System (IPSS).

No more than 3 cycles will be authorised under this restriction in a patient's lifetime.
azacitidine 100 mg injection, 1 vial

13039G Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 2 . *602.25 2 Azacitidine Accord [OC] a Azacitidine Dr.Reddy's [RI]
@ Azacitidine Juno [JO] @ Azacitidine MSN [JU]
2 Azacitidine Sandoz [SZ] @ Azacitidine-Teva [TB]
= AZACITIDINE

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 6 months following cessation of therapy.
Note Authority applications for increased guantities/repeats (where relevant) may be made in real time using the Online PBS
Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required (STREAMLINED)

13012

Acute Myeloid Leukaemia

Treatment Phase: Continuing treatment

Clinical criteria:

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

azacitidine 100 mg injection, 1 vial

13040H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 5 . *602.25 2 Azacitidine Accord [OC] @ Azacitidine Dr.Reddy's [RI]
@ Azacitidine Juno [JO] @ Azacitidine MSN [JU]
@ Azacitidine Sandoz [SZ] @ Azacitidine-Teva [TB]
= AZACITIDINE

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 6 months following cessation of therapy.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

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

Authority required

Chronic Myelomonocytic Leukaemia

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be chronic myelomonocytic leukaemia confirmed through a bone marrow biopsy report and full blood
examination report, AND

e The condition must have 10% to 29% marrow blasts without Myeloproliferative Disorder.
The first authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:

(a) details (date, unique identifying number/code or provider number) of the bone marrow biopsy report from an Approved
Pathology Authority demonstrating that the patient has chronic myelomonocytic leukaemia; and

(b) details (date, unique identifying number/code or provider number) of the full blood examination report from an Approved
Pathology Authority

All reports must be documented in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) A completed authority prescription form; and

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

The following reports must be documented in the patient's medical records:
(a) bone marrow biopsy report demonstrating that the patient has chronic myelomonocytic leukaemia; and
(b) full blood examination report
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No more than 3 cycles will be authorised under this restriction in a patient's lifetime.
azacitidine 100 mg injection, 1 vial

6100C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 2 . *602.25 2 Azacitidine Accord [OC] 2 Azacitidine Dr.Reddy's [RI]
@ Azacitidine Juno [JO] @ Azacitidine MSN [JU]
2 Azacitidine Sandoz [SZ] 2 Azacitidine-Teva [TB]
= AZACITIDINE

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 6 months following cessation of therapy.

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

Authority required

Chronic Myelomonocytic Leukaemia

Treatment Phase: Continuing treatment

Clinical criteria:

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

Up to 6 cycles will be authorised.

azacitidine 100 mg injection, 1 vial

6138C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 5 . *602.25 2 Azacitidine Accord [OC] @ Azacitidine Dr.Reddy's [RI]

2 Azacitidine Juno [JO] 2 Azacitidine MSN [JU]

2 Azacitidine Sandoz [SZ] 2 Azacitidine-Teva [TB]

CYTOTOXIC ANTIBIOTICS AND RELATED SUBSTANCES

Anthracyclines and related substances

= DOXORUBICIN HYDROCHLORIDE (AS PEGYLATED LIPOSOMAL)
Authority required (STREAMLINED)
9287
Kaposi sarcoma
Clinical criteria:
e The condition must be AIDS-related, AND
e Patient must have a CD4 cell count of less than 200 per cubic millimetre, AND

e The condition must include extensive mucocutaneous involvement.
Authority required (STREAMLINED)

9223
Kaposi sarcoma
Clinical criteria:
e The condition must be AIDS-related, AND
e Patient must have a CD4 cell count of less than 200 per cubic millimetre, AND
e The condition must include extensive visceral involvement.
doxorubicin hydrochloride (as pegylated liposomal) 20 mg/10 mL injection, 10 mL vial
6249X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

@ 4 5 . *584.21 2 Caelyx [BX] 2 Liposomal Doxorubicin SUN [RA]

PROTEIN KINASE INHIBITORS

Janus-associated kinase (JAK) inhibitors
= RUXOLITINIB

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.
Authority required (STREAMLINED)
13911
Grade Il to IV acute graft versus host disease (aGVHD)
Treatment Phase: Initial treatment
Clinical criteria:
o Patient must have received prior systemic steroid treatment for this condition, AND

e Patient must be one of the following: (i) refractory to steroid treatment, (ii) dependent on steroid treatment, (iii) intolerant
to steroid treatment.
Treatment criteria:

e Must be treated by a haematologist; OR
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e Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR
e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist

types.
The severity of aGVHD is defined by the Mount Sinai Acute GVHD International Consortium (MAGIC) criteria (Harris et al.,

2016).

Steroid-refractory disease is defined as:

(a) progression after at least 3 days of high-dose systemic corticosteroid (methylprednisolone 2 mg/kg/day [or equivalent
prednisone dose 2.5 mg/kg/day]) with or without calcineurin inhibitors for the treatment of Grade II-IV aGVHD; or

(b) failure to achieve a partial response after 5 days at the time of initiation of high-dose systemic corticosteroid
(methylprednisolone 2 mg/kg/day [or equivalent prednisone dose 2.5 mg/kg/day]) with or without calcineurin inhibitors for the
treatment of Grade II-IV aGVHD.

Steroid-dependent disease is defined as failed corticosteroid taper involving either one of the following criteria:

(a) an increase in the corticosteroid dose to methylprednisolone of at least 2 mg/kg/day (or equivalent prednisone dose of at
least 2.5 mg/kg/day); or

(b) failure to taper the methylprednisolone dose to less than 0.5 mg/kg/day (or equivalent prednisone dose less than 0.6
mg/kg/day) for a minimum of 7 days.

Steroid intolerance is defined as a patient developing an intolerance of a severity necessitating treatment withdrawal.

Details of prior steroid use should be documented in the patient's medical records.

A patient must demonstrate a response 14 days after initiating treatment with ruxolitinib to be eligible for continuing
treatment.

Response is defined as attaining a complete or partial response as assessed by Mount Sinai Acute GVHD International
Consortium (MAGIC) criteria (Harris et al., 2016). Note that response is relative to the assessment of organ function affected
by aGVHD prior to commencing initial treatment with ruxolitinib.

(a) complete response is defined as a score of 0 for the aGVHD grade in all evaluable organs, indicating a complete
resolution of all signs and symptoms of aGVHD, without the administration of any additional systemic therapies for any
earlier progression, mixed response or non-response of aGVHD.

(b) partial response is defined as an improvement of one stage, in at least one of the evaluable organs involved with aGVHD
signs or symptoms, without disease progression in other organs or sites and without the administration of additional
systemic therapies for any earlier progression, mixed response, or non-response of aGVHD.

The assessment of response must be documented in the patient's medical records.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

ruxolitinib 5 mg tablet, 56
13239T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 2423.37  Jakavi[NV]

ruxolitinib 10 mg tablet, 56
13236P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 4798.37  Jakavi[NV]

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

Authority required (STREAMLINED)

13876

Grade Il to IV acute graft versus host disease (aGVHD)

Treatment Phase: Continuing treatment

Clinical criteria:

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

o Patient must have responding disease compared with baseline after 14 days of treatment demonstrated by either a: (i)
partial response (ii) complete response.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR

e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist

types.
Response is defined as attaining a complete or partial response as assessed by Mount Sinai Acute GVHD International
Consortium (MAGIC) criteria (Harris et al., 2016). Note that response is relative to the assessment of organ function affected
by aGVHD prior to commencing initial treatment with ruxolitinib.
(a) complete response is defined as a score of 0 for the aGVHD grade in all evaluable organs, indicating a complete
resolution of all signs and symptoms of aGVHD, without the administration of any additional systemic therapies for any
earlier progression, mixed response or non-response of aGVHD.
(b) partial response is defined as an improvement of one stage, in at least one of the evaluable organs involved with aGVHD
signs or symptoms, without disease progression in other organs or sites and without the administration of additional
systemic therapies for any earlier progression, mixed response, or non-response of aGVHD.
The assessment of response must be documented in the patient's medical records.
Tapering the dose of corticosteroids should be considered in patients with responding disease. Following successful
tapering of corticosteroids, tapering the dose of ruxolitinib can be initiated.
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This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

Authority required (STREAMLINED)

13877

Grade Il to IV acute graft versus host disease (aGVHD)

Treatment Phase: Grandfather treatment (transition from non-PBS-subsidised treatment)

Clinical criteria:

o Patient must have previously received non-PBS-subsidised treatment with this drug for this condition prior to 1 April
2023, AND

o Patient must have received systemic steroid treatment prior to initiation of this drug for this condition, AND

o Patient must be one of the following: (i) refractory to steroid treatment, (ii) dependent on steroid treatment, (iii) intolerant
to steroid treatment, AND

e Patient must have responding disease compared with baseline after 14 days of treatment demonstrated by either a: (i)
partial response (ii) complete response.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by an oncologist with allogeneic bone marrow transplantation experience; OR

e Must be treated by a medical practitioner working under the direct supervision of one of the above mentioned specialist

types.
Steroid-refractory disease is defined as:

(a) progression after at least 3 days of high-dose systemic corticosteroid (methylprednisolone 2 mg/kg/day [or equivalent
prednisone dose 2.5 mg/kg/day]) with or without calcineurin inhibitors for the treatment of Grade I1-IV aGVHD; or

(b) failure to achieve a partial response after 5 days at the time of initiation of high-dose systemic corticosteroid
(methylprednisolone 2 mg/kg/day [or equivalent prednisone dose 2.5 mg/kg/day]) with or without calcineurin inhibitors for the
treatment of Grade II-1V aGVHD.

Steroid-dependent disease is defined as failed corticosteroid taper involving either one of the following criteria:

(a) an increase in the corticosteroid dose to methylprednisolone of at least 2 mg/kg/day (or equivalent prednisone dose of at
least 2.5 mg/kg/day); or

(b) failure to taper the methylprednisolone dose to less than 0.5 mg/kg/day (or equivalent prednisone dose less than 0.6
mg/kg/day) for a minimum of 7 days.

Steroid intolerance is defined as a patient developing an intolerance of a severity necessitating treatment withdrawal.

Details of prior steroid use should be documented in the patient's medical records.

Response is defined as attaining a complete or partial response as assessed by Mount Sinai Acute GVHD International
Consortium (MAGIC) criteria (Harris et al., 2016). Note that response is relative to the assessment of organ function affected
by aGVHD prior to commencing initial treatment with ruxolitinib.

(a) complete response is defined as a score of 0 for the aGVHD grade in all evaluable organs, indicating a complete
resolution of all signs and symptoms of aGVHD, without the administration of any additional systemic therapies for any
earlier progression, mixed response or non-response of aGVHD.

(b) partial response is defined as an improvement of one stage, in at least one of the evaluable organs involved with aGVHD
signs or symptoms, without disease progression in other organs or sites and without the administration of additional
systemic therapies for any earlier progression, mixed response, or non-response of aGVHD.

The assessment of response must be documented in the patient's medical records.

Tapering the dose of corticosteroids should be considered in patients with responding disease. Following successful
tapering of corticosteroids, tapering the dose of ruxolitinib can be initiated.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.
Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a 'Grandfathered' patient must qualify under the 'Continuing treatment' criteria.

ruxolitinib 5 mg tablet, 56
13244C Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 2423.37 Jakavi [NV]

ruxolitinib 10 mg tablet, 56
13231) Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 4798.37 Jakavi [NV]

Other protein kinase inhibitors
* MIDOSTAURIN

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

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

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

Authority required

Acute Myeloid Leukaemia

Treatment Phase: Induction / Consolidation therapy
Clinical criteria:
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¢ Patient must not have received prior chemotherapy as induction therapy for this condition; OR

e The treatment must be for consolidation treatment following induction treatment with midostaurin in combination with
chemotherapy and the patient must not have progressive disease, AND

e The condition must be internal tandem duplication (ITD) or tyrosine kinase domain (TKD) FMS tyrosine kinase 3 (FLT3)
mutation positive before initiating this drug for this condition confirmed through a pathology report from an Approved
Pathology Authority, AND

¢ The condition must not be acute promyelocytic leukaemia, AND

e The treatment must be in combination with standard intensive remission induction or consolidation chemotherapy for this
condition.

A maximum of 6 cycles will be authorised under this restriction in a lifetime.

Standard intensive remission induction combination chemotherapy must include cytarabine and an anthracycline.

The prescriber must confirm whether the patient has FLT3 ITD or TKD mutation. The test result and date of testing must be

provided at the time of application and documented in the patient's file.

This drug is not PBS-subsidised if it is prescribed to an in-patient in a public hospital setting.

Progressive disease monitoring via a complete blood count must be taken at the end of each cycle.

If abnormal blood counts suggest the potential for relapsed AML, a bone marrow biopsy must be performed to confirm the

absence of progressive disease for the patient to be eligible for further cycles.

Progressive disease is defined as the presence of any of the following:

e Leukaemic cells in the CSF;

¢ Re-appearance of circulating blast cells in the peripheral blood, not attributable to overshoot following recovery from
myeloablative therapy;

e Greater than 5 % blasts in the marrow not attributable to bone marrow regeneration or another cause;

e Extramedullary leukaemia.

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

this drug.

midostaurin 25 mg capsule, 56
11506N Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 974455  Rydapt [NV]

= MIDOSTAURIN
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

Authority required

Acute Myeloid Leukaemia

Treatment Phase: Maintenance therapy - Continuing treatment

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with this drug for this condition under the initial
maintenance treatment restriction, AND

o Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition, AND

e Patient must not be undergoing or have undergone a stem cell transplant.

A maximum of 9 cycles will be authorised under this restriction in a lifetime.

Progressive disease monitoring via a complete blood count must be taken at the end of each cycle.

If abnormal blood counts suggest the potential for relapsed AML, a bone marrow biopsy must be performed to confirm the

absence of progressive disease for the patient to be eligible for further cycles.

Progressive disease is defined as the presence of any of the following:

¢ Leukaemic cells in the CSF;

e Re-appearance of circulating blast cells in the peripheral blood, not attributable to overshoot following recovery from
myeloablative therapy;

e Greater than 5 % blasts in the marrow not attributable to bone marrow regeneration or another cause;

e Extramedullary leukaemia.

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

this drug.

midostaurin 25 mg capsule, 112
11518F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 19440.73  Rydapt [NV]

= MIDOSTAURIN
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority required
Acute Myeloid Leukaemia
Treatment Phase: Maintenance therapy - Initial treatment
Clinical criteria:
e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
e Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition, AND
e Patient must have demonstrated complete remission after induction and consolidation chemotherapy in combination with
midostaurin confirmed through a bone marrow biopsy pathology report, AND
e Patient must not be undergoing or have undergone a stem cell transplant, AND
e The condition must be internal tandem duplication (ITD) or tyrosine kinase domain (TKD) FMS tyrosine kinase 3 (FLT3)
mutation positive before initiating this drug for this condition confirmed through a pathology report from an Approved
Pathology Authority.
A maximum of 3 cycles will be authorised under this restriction in a lifetime.
Progressive disease monitoring via a complete blood count must be taken at the end of each cycle.
If abnormal blood counts suggest the potential for relapsed AML, a bone marrow biopsy must be performed to confirm the
absence of progressive disease for the patient to be eligible for further cycles.
Progressive disease is defined as the presence of any of the following:
e Leukaemic cells in the CSF;
¢ Re-appearance of circulating blast cells in the peripheral blood, not attributable to overshoot following recovery from
myeloablative therapy;
e Greater than 5 % blasts in the marrow not attributable to bone marrow regeneration or another cause;
e Extramedullary leukaemia.
A patient who has progressive disease when treated with this drug is no longer eligible for PBS-subsidised treatment with
this drug.
The authority application must be made via the Online PBS Authorities System (real time assessment), or in writing via
HPOS form upload or mail and must include:
(a) confirmation that the patient is not undergoing or has not undergone a stem cell transplant; and
(b) confirmation that the patient does not have progressive disease; and
(c) details (date, unique identifying number/code or provider number) of a recent bone marrow biopsy report from an
Approved Pathology Authority demonstrating that the patient is in complete remission; and
(d) details (date, unique identifying number/code or provider number) of the pathology test demonstrating that the condition
was FMS tyrosine kinase 3 (FLT3) (ITD or TKD) mutation positive prior to commencing midostaurin.
All reports must be documented in the patient's medical records.
If the application is submitted through HPOS upload or mail, it must include:
(a) a completed authority prescription form; and
(b) a completed authority form relevant to the indication and treatment phase (the latest version is located on the website
specified in the Administrative Advice).
midostaurin 25 mg capsule, 112
11531X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 19440.73  Rydapt [NV]

MONOCLONAL ANTIBODIES AND ANTIBODY DRUG CONJUGATES

CD20 (Clusters of Differentiation 20) inhibitors

= RITUXIMAB

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS
Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note Prescribing/pharmacy claiming: prescribe/claim this benefit through the Section 100 Highly Specialised Drugs Program PBS
item code(s) when administered for non-oncology indications. Prescribe/claim this benefit through the Efficient Funding of
Chemotherapy PBS item code(s) when administered for oncology indications.

rituximab 500 mg/50 mL injection, 50 mL vial
13095F Max.Qty Packs No.of Rpts ~ Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 1 . *458.03 2 Riximyo [SZ] 2 Ruxience [PF]
@ Truxima [EW]
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= RITUXIMAB

Note Pharmaceutical benefits that have the form rituximab 100 mg/10 mL injection, 2 x 10 mL vials and pharmaceutical benefits
that have the form rituximab 100 mg/10 mL injection, 10 mL vial are equivalent for the purposes of substitution.

Note Authority applications for increased gquantities/repeats (where relevant) may be made in real time using the Online PBS
Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note Prescribing/pharmacy claiming: prescribe/claim this benefit through the Section 100 Highly Specialised Drugs Program PBS
item code(s) when administered for non-oncology indications. Prescribe/claim this benefit through the Efficient Funding of
Chemotherapy PBS item code(s) when administered for oncology indications.

rituximab 100 mg/10 mL injection, 2 x 10 mL vials
13096G Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

3 . . *278.19 2 Riximyo [SZ] @ Truxima [EW]

OTHER ANTINEOPLASTIC AGENTS

Monoclonal antibodies

= RITUXIMAB

Note Pharmaceutical benefits that have the form rituximab 100 mg/10 mL injection, 2 x 10 mL vials and pharmaceutical benefits
that have the form rituximab 100 mg/10 mL injection, 10 mL vial are equivalent for the purposes of substitution.

Note Authority applications for increased guantities/repeats (where relevant) may be made in real time using the Online PBS
Authorities system (see www.servicesaustralia.gov.au/HPOS) or by telephone to Services Australia on 1800 700 270
(hours of operation 8 a.m. to 5 p.m. Monday to Friday).

Note Prescribing/pharmacy claiming: prescribe/claim this benefit through the Section 100 Highly Specialised Drugs Program PBS
item code(s) when administered for non-oncology indications. Prescribe/claim this benefit through the Efficient Funding of
Chemotherapy PBS item code(s) when administered for oncology indications.

rituximab 100 mg/10 mL injection, 10 mL vial
13109y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

6 . . *278.19 2 Ruxience [PF]

Other antineoplastic agents
= SELINEXOR

Caution This drug is a Category D drug and must not be given to pregnant women. If this drug is taken during pregnancy, a
teratogenic effect in humans cannot be ruled out.

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

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

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

Note Special Pricing Arrangements apply.

Authority required

Relapsed and/or refractory multiple myeloma

Treatment Phase: Initial treatment - Dose requirement of 160 mg per week

Clinical criteria:

e The condition must be confirmed by a histological diagnosis, AND

e Patient must be undergoing dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

o Patient must have progressive disease after at least one prior therapy, AND

e Patient must not have previously received this drug for this condition.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg
per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved
free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on
biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by
clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other
cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.

Refractory disease is defined as less than or equal to a 25% response to therapy, or progression during or within 60 days
after completion of therapy

Authority required
Relapsed and/or refractory multiple myeloma
Treatment Phase: Continuing treatment - Dose requirement of 160 mg per week
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Clinical criteria:

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

e Patient must be undergoing dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

¢ Patient must not have developed disease progression while receiving treatment with this drug for this condition.
Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg
per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved
free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on
biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by
clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other
cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.

selinexor 20 mg tablet, 32
13105R Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 18768.37  Xpovio [TG]

= SELINEXOR
Caution This drug is a Category D drug and must not be given to pregnant women. If this drug is taken during pregnancy, a
teratogenic effect in humans cannot be ruled out.

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

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

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

Note Special Pricing Arrangements apply.

Authority required

Relapsed and/or refractory multiple myeloma

Treatment Phase: Initial treatment - Dose requirement of 80 mg, 60 mg or 40 mg per week

Clinical criteria:

e The condition must be confirmed by a histological diagnosis, AND

o Patient must be undergoing triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone; OR
e Patient must be undergoing dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

o Patient must have progressive disease after at least one prior therapy, AND

o Patient must not have previously received this drug for this condition.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg
per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved
free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on
biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by
clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other
cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.
Details of: the histological diagnosis of multiple myeloma,; prior treatments including name(s) of drug(s) and date of most
recent treatment cycle; the basis of the diagnosis of progressive disease or failure to respond; and which disease activity
parameters will be used to assess response, must be documented in the patient's medical records.

Confirmation of eligibility for treatment with current diagnostic reports of at least one of the following must be documented in
the patient's medical records:

(a) the level of serum monoclonal protein; or

(b) Bence-Jones proteinuria - the results of 24-hour urinary light chain M protein excretion; or

(c) the serum level of free kappa and lambda light chains; or

(d) bone marrow aspirate or trephine; or

(e) if present, the size and location of lytic bone lesions (not including compression fractures); or

(f) if present, the size and location of all soft tissue plasmacytomas by clinical or radiographic examination i.e. MRI or CT-
scan; or
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(g) if present, the level of hypercalcaemia, corrected for albumin concentration.

As these parameters must be used to determine response, results for either (a) or (b) or (c) should be documented for all

patients. Where the patient has oligo-secretory or non-secretory multiple myeloma, either (c) or (d) or if relevant (e), (f) or (g)

must be documented in the patient's medical records. Where the prescriber plans to assess response in patients with oligo-

secretory or non-secretory multiple myeloma with free light chain assays, evidence of the oligo-secretory or non-secretory

nature of the multiple myeloma (current serum M protein less than 10 g per L) must be documented in the patient's medical

records.

Refractory disease is defined as less than or equal to a 25% response to therapy, or progression during or within 60 days

after completion of therapy

Authority required

Relapsed and/or refractory multiple myeloma

Treatment Phase: Continuing treatment - Dose requirement of 80 mg, 60 mg or 40 mg per week

Clinical criteria:

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

¢ Patient must be undergoing triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone; OR

¢ Patient must be undergoing dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

¢ Patient must not have developed disease progression while receiving treatment with this drug for this condition.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg

per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved

free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on

biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by

clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other

cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.

Authority required

Relapsed and/or refractory multiple myeloma

Treatment Phase: Grandfather treatment - Transitioning from non-PBS to PBS-subsidised supply - Dose requirement of 80

mg, 60 mg or 40 mg per week

Clinical criteria:

e Patient must have received non-PBS-subsidised treatment with this drug for this condition prior to 1 June 2023, AND

e Patient must have met all initial treatment PBS eligibility criteria applying to a non-grandfathered patient prior to having
commenced treatment with this drug, which are: (a) the condition was confirmed by histological diagnosis, (b) the
treatment is/was being used as part of combination therapy limited to this drug in combination with either: (i)
dexamethasone, (ii) dexamethasone plus bortezomib, (c) the condition progressed (see definition of progressive disease
below) after at least one prior therapy, (d) the patient had never been treated with this drug, AND

e Patient must not have developed disease progression while receiving treatment with this drug for this condition.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg

per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved

free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on

biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by

clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other

cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.

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

selinexor 20 mg tablet, 16
13099K Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 9408.37 Xpovio [TG]

= SELINEXOR

Caution This drug is a Category D drug and must not be given to pregnant women. If this drug is taken during pregnancy, a
teratogenic effect in humans cannot be ruled out.
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Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

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

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

Note Special Pricing Arrangements apply.

Authority required

Relapsed and/or refractory multiple myeloma

Treatment Phase: Initial treatment - Dose requirement of 100 mg per week

Clinical criteria:

e The condition must be confirmed by a histological diagnosis, AND

e Patient must be undergoing triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone; OR
e Patient must be undergoing dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

e Patient must have progressive disease after at least one prior therapy, AND

e Patient must not have previously received this drug for this condition.

Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg
per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved
free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on
biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

() at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by
clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other
cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.

Refractory disease is defined as less than or equal to a 25% response to therapy, or progression during or within 60 days
after completion of therapy

Authority required

Relapsed and/or refractory multiple myeloma

Treatment Phase: Continuing treatment - Dose requirement of 100 mg per week

Clinical criteria:

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

e Patient must be undergoing triple combination therapy limited to: (i) this drug, (ii) bortezomib, (iii) dexamethasone; OR
e Patient must be undergoing dual combination therapy limited to: (i) this drug, (ii) dexamethasone, AND

o Patient must not have developed disease progression while receiving treatment with this drug for this condition.
Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or

(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg
per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved

free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on

biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by

clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other

cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.

Authority required

Relapsed and/or refractory multiple myeloma

Treatment Phase: Grandfather treatment - Transitioning from non-PBS to PBS-subsidised supply - Dose requirement of 100

mg per week

Clinical criteria:

o Patient must have received non-PBS-subsidised treatment with this drug for this condition prior to 1 June 2023, AND

o Patient must have met all initial treatment PBS eligibility criteria applying to a non-grandfathered patient prior to having
commenced treatment with this drug, which are: (a) the condition was confirmed by histological diagnosis, (b) the
treatment is/was being used as part of combination therapy limited to this drug in combination with either: (i)
dexamethasone, (ii) dexamethasone plus bortezomib, (c) the condition progressed (see definition of progressive disease
below) after at least one prior therapy, (d) the patient had never been treated with this drug, AND

¢ Patient must not have developed disease progression while receiving treatment with this drug for this condition.
Progressive disease is defined as at least 1 of the following:

(a) at least a 25% increase and an absolute increase of at least 5 g per L in serum M protein (monoclonal protein); or
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(b) at least a 25% increase in 24-hour urinary light chain M protein excretion, and an absolute increase of at least 200 mg

per 24 hours; or

(c) in oligo-secretory and non-secretory myeloma patients only, at least a 50% increase in the difference between involved

free light chain and uninvolved free light chain; or

(d) at least a 25% relative increase and at least a 10% absolute increase in plasma cells in a bone marrow aspirate or on

biopsy; or

(e) an increase in the size or number of lytic bone lesions (not including compression fractures); or

(f) at least a 25% increase in the size of an existing or the development of a new soft tissue plasmacytoma (determined by

clinical examination or diagnostic imaging); or

(g) development of hypercalcaemia (corrected serum calcium greater than 2.65 mmol per L not attributable to any other

cause).

Oligo-secretory and non-secretory patients are defined as having active disease with less than 10 g per L serum M protein.
Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.

selinexor 20 mg tablet, 20
13103P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 2 . 11748.37  Xpovio [TG]

Combinations of antineoplastic agents

= N[VOLUMAB + RELATLIMAB
Caution Combination treatment with nivolumab and relatlimab is associated with an increased incidence and severity of immune-
related adverse reactions compared with nivolumab monotherapy. Monitoring at least prior to each dose is recommended.
Note No increase in the maximum amount or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)
14815
Unresectable Stage Ill or Stage IV malignant melanoma
Treatment Phase: Continuing treatment
Clinical criteria:
e Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
¢ The treatment must be the sole PBS-subsidised therapy for this condition, AND
e Patient must not have developed disease progression while receiving PBS-subsidised treatment with this drug for this
condition.
Patients must only receive a maximum of 480 mg nivolumab and 160 mg relatlimab every four weeks under a flat dosing
regimen.
nivolumab 240 mg/20 mL + relatlimab 80 mg/20 mL injection, 20 mL vial
13829W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 11 . *18244.17 Opdualag [BQ]

= N[VOLUMAB + RELATLIMAB
Caution Combination treatment with nivolumab and relatlimab is associated with an increased incidence and severity of immune-
related adverse reactions compared with nivolumab monotherapy. Monitoring at least prior to each dose is recommended.

Note In the first few months after start of immunotherapy, some patients can have a transient tumour flare with subsequent
disease response. When progression is suspected, this should be confirmed through a confirmatory scan, taken at least 4
weeks later.

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

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

Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)

14812

Unresectable Stage Il or Stage IV malignant melanoma
Treatment Phase: Initial treatment

Clinical criteria:

e Patient must not have received prior treatment with ipilimumab or a PD-1 (programmed cell death-1) inhibitor for the
treatment of unresectable Stage Il or Stage IV malignant melanoma, AND

e Patient must not have experienced disease progression whilst on adjuvant PD-1 inhibitor treatment or disease recurrence
within 6 months of completion of adjuvant PD-1 inhibitor treatment if treated for resected Stage 1B, IIIC, I1ID or IV
melanoma, AND

e Patient must have an Eastern Cooperative Oncology Group (ECOG) performance status of 0 or 1, AND
e The condition must not be uveal melanoma, AND

e The treatment must be the sole PBS-subsidised therapy for this condition.
Population criteria:

o Patient must weigh 40 kg or more, AND
o Patient must be at least 12 years of age.
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Patients must only receive a maximum of 480 mg nivolumab and 160 mg relatlimab every four weeks under a flat dosing
regimen.

nivolumab 240 mg/20 mL + relatlimab 80 mg/20 mL injection, 20 mL vial
13826Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 8 . *18244.17 Opdualag [BQ]

® IMMUNOSTIMULANTS

IMMUNOSTIMULANTS
Colony stimulating factors

= FILGRASTIM

Authority required (STREAMLINED)

8674

Chemotherapy-induced neutropenia

Clinical criteria:

e Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND

e Patient must be at greater than 20% risk of developing febrile neutropenia; OR

o Patient must be at substantial risk (greater than 20%) of prolonged severe neutropenia for more than or equal to seven
days.

Authgrity required (STREAMLINED)

8667

Chemotherapy-induced neutropenia

Clinical criteria:

e Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND

e Patient must have had a prior episode of febrile neutropenia; OR

¢ Patient must have had a prior episode of prolonged severe neutropenia for more than or equal to seven days.

Authority required (STREAMLINED)

8672

Mobilisation of peripheral blood progenitor cells

Clinical criteria:

¢ The treatment must be to facilitate harvest of peripheral blood progenitor cells for autologous transplantation into a
patient with a non-myeloid malignancy who has had myeloablative or myelosuppressive therapy.

Authority required (STREAMLINED)

8668

Mobilisation of peripheral blood progenitor cells

Clinical criteria:

e The treatment must be in a normal volunteer for use in allogeneic transplantation.

Authority required (STREAMLINED)

8671

Assisting bone marrow transplantation

Clinical criteria:

e Patient must be receiving marrow-ablative chemotherapy prior to the transplantation.

Authority required (STREAMLINED)

8696

Assisting autologous peripheral blood progenitor cell transplantation

Clinical criteria:

e The treatment must be following marrow-ablative chemotherapy for non-myeloid malignancy prior to the transplantation.

Authority required (STREAMLINED)

8669

Severe congenital neutropenia

Clinical criteria:

e Patient must have an absolute neutrophil count of less than 100 million cells per litre measured on 3 occasions, with
readings at least 2 weeks apart, AND

o Patient must have had a bone marrow examination that has shown evidence of maturational arrest of the neutrophil
lineage.

Authority required (STREAMLINED)

8670

Severe chronic neutropenia

Clinical criteria:

e Patient must have an absolute neutrophil count of less than 1,000 million cells per litre measured on 3 occasions, with
readings at least 2 weeks apart; OR

e Patient must have neutrophil dysfunction, AND

e Patient must have experienced a life-threatening infectious episode requiring hospitalisation and treatment with
intravenous antibiotics in the previous 12 months; OR

o Patient must have had at least 3 recurrent clinically significant infections in the previous 12 months.

Authority required (STREAMLINED)
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8673
Chronic cyclical neutropenia
Clinical criteria:

e Patient must have an absolute neutrophil count of less than 500 million cells per litre lasting for 3 days per cycle,
measured over 3 separate cycles, AND

e Patient must have experienced a life-threatening infectious episode requiring hospitalisation and treatment with
intravenous antibiotics; OR
e Patient must have had at least 3 recurrent clinically significant infections in the previous 12 months.
filgrastim 120 microgram/0.2 mL injection, 10 x 0.2 mL syringes
5830W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 11 . *265.95  Nivestim [PF]

= FILGRASTIM

Note Pharmaceutical benefits that have the forms filgrastim 480 microgram/0.5 mL injection, 10 x 0.5 mL syringes and filgrastim
480 microgram/0.5 mL injection, 5 x 0.5 mL syringes are equivalent for the purposes of substitution.

Authority required (STREAMLINED)

8674

Chemotherapy-induced neutropenia

Clinical criteria:

e Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND

e Patient must be at greater than 20% risk of developing febrile neutropenia; OR

e Patient must be at substantial risk (greater than 20%) of prolonged severe neutropenia for more than or equal to seven
days.

Authgritv required (STREAMLINED)

8667

Chemotherapy-induced neutropenia

Clinical criteria:

e Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND

e Patient must have had a prior episode of febrile neutropenia; OR

e Patient must have had a prior episode of prolonged severe neutropenia for more than or equal to seven days.

Authority required (STREAMLINED)

8672

Mobilisation of peripheral blood progenitor cells

Clinical criteria:

e The treatment must be to facilitate harvest of peripheral blood progenitor cells for autologous transplantation into a
patient with a non-myeloid malignancy who has had myeloablative or myelosuppressive therapy.

Authority required (STREAMLINED)

8668

Mobilisation of peripheral blood progenitor cells

Clinical criteria:

e The treatment must be in a normal volunteer for use in allogeneic transplantation.

Authority required (STREAMLINED)

8671

Assisting bone marrow transplantation

Clinical criteria:

e Patient must be receiving marrow-ablative chemotherapy prior to the transplantation.

Authority required (STREAMLINED)

8696

Assisting autologous peripheral blood progenitor cell transplantation

Clinical criteria:

¢ The treatment must be following marrow-ablative chemotherapy for non-myeloid malignancy prior to the transplantation.

Authority required (STREAMLINED)

8669

Severe congenital neutropenia

Clinical criteria:

e Patient must have an absolute neutrophil count of less than 100 million cells per litre measured on 3 occasions, with
readings at least 2 weeks apart, AND

o Patient must have had a bone marrow examination that has shown evidence of maturational arrest of the neutrophil
lineage.

Authorigt;y required (STREAMLINED)

8670

Severe chronic neutropenia

Clinical criteria:

o Patient must have an absolute neutrophil count of less than 1,000 million cells per litre measured on 3 occasions, with
readings at least 2 weeks apart; OR

o Patient must have neutrophil dysfunction, AND
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o Patient must have experienced a life-threatening infectious episode requiring hospitalisation and treatment with
intravenous antibiotics in the previous 12 months; OR

e Patient must have had at least 3 recurrent clinically significant infections in the previous 12 months.

Authority required (STREAMLINED)

8673

Chronic cyclical neutropenia

Clinical criteria:

o Patient must have an absolute neutrophil count of less than 500 million cells per litre lasting for 3 days per cycle,
measured over 3 separate cycles, AND

e Patient must have experienced a life-threatening infectious episode requiring hospitalisation and treatment with
intravenous antibiotics; OR

e Patient must have had at least 3 recurrent clinically significant infections in the previous 12 months.

filgrastim 480 microgram/0.5 mL injection, 5 x 0.5 mL syringes
2733W Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

4 11 . *488.25 *® Zarzio [SZ]

filgrastim 480 microgram/0.5 mL injection, 10 x 0.5 mL syringes
6292E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 11 . *488.27 2 Nivestim [PF]

= FILGRASTIM

Note Pharmaceutical benefits that have the forms filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes and filgrastim

300 microgram/0.5 mL injection, 5 x 0.5 mL syringes are equivalent for the purposes of substitution.

Authority required (STREAMLINED)

8674

Chemotherapy-induced neutropenia

Clinical criteria:

¢ Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND

e Patient must be at greater than 20% risk of developing febrile neutropenia; OR

o Patient must be at substantial risk (greater than 20%) of prolonged severe neutropenia for more than or equal to seven
days.

Authgrity required (STREAMLINED)

8667

Chemotherapy-induced neutropenia

Clinical criteria:

¢ Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND

e Patient must have had a prior episode of febrile neutropenia; OR

e Patient must have had a prior episode of prolonged severe neutropenia for more than or equal to seven days.

Authority required (STREAMLINED)

8672

Mobilisation of peripheral blood progenitor cells

Clinical criteria:

e The treatment must be to facilitate harvest of peripheral blood progenitor cells for autologous transplantation into a
patient with a non-myeloid malignancy who has had myeloablative or myelosuppressive therapy.

Authority required (STREAMLINED)

8668

Mobilisation of peripheral blood progenitor cells

Clinical criteria:

e The treatment must be in a normal volunteer for use in allogeneic transplantation.

Authority required (STREAMLINED)

8671

Assisting bone marrow transplantation

Clinical criteria:

o Patient must be receiving marrow-ablative chemotherapy prior to the transplantation.

Authority required (STREAMLINED)

8696

Assisting autologous peripheral blood progenitor cell transplantation

Clinical criteria:

e The treatment must be following marrow-ablative chemotherapy for non-myeloid malignancy prior to the transplantation.

Authority required (STREAMLINED)

8669

Severe congenital neutropenia

Clinical criteria:

o Patient must have an absolute neutrophil count of less than 100 million cells per litre measured on 3 occasions, with
readings at least 2 weeks apart, AND
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¢ Patient must have had a bone marrow examination that has shown evidence of maturational arrest of the neutrophil
lineage.

Authority required (STREAMLINED)

8670

Severe chronic neutropenia

Clinical criteria:

o Patient must have an absolute neutrophil count of less than 1,000 million cells per litre measured on 3 occasions, with
readings at least 2 weeks apart; OR

e Patient must have neutrophil dysfunction, AND

e Patient must have experienced a life-threatening infectious episode requiring hospitalisation and treatment with
intravenous antibiotics in the previous 12 months; OR

¢ Patient must have had at least 3 recurrent clinically significant infections in the previous 12 months.

Authority required (STREAMLINED)

8673

Chronic cyclical neutropenia

Clinical criteria:

e Patient must have an absolute neutrophil count of less than 500 million cells per litre lasting for 3 days per cycle,
measured over 3 separate cycles, AND

o Patient must have experienced a life-threatening infectious episode requiring hospitalisation and treatment with
intravenous antibiotics; OR

¢ Patient must have had at least 3 recurrent clinically significant infections in the previous 12 months.

filgrastim 300 microgram/0.5 mL injection, 5 x 0.5 mL syringes
2747N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

4 11 . *307.77 2 Zarzio [SZ]

filgrastim 300 microgram/0.5 mL injection, 10 x 0.5 mL syringes
6291D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 11 . *307.77 2 Nivestim [PF]

= | IPEGFILGRASTIM
Authority required (STREAMLINED)
9224
Chemotherapy-induced neutropenia
Clinical criteria:
e Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND
e Patient must be at greater than 20% risk of developing febrile neutropenia; OR
e Patient must be at substantial risk (greater than 20%) of prolonged severe neutropenia for more than or equal to seven
days.
Authc))/rity required (STREAMLINED)
9322
Chemotherapy-induced neutropenia
Clinical criteria:
e Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND
e Patient must have had a prior episode of febrile neutropenia; OR
o Patient must have had a prior episode of prolonged severe neutropenia for more than or equal to seven days.
lipegfilgrastim 6 mg/0.6 mL injection, 0.6 mL syringe
10931H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
1 11 . 1164.62  Lonquex [TB]

=» PEGFILGRASTIM
Authority required (STREAMLINED)
9235
Chemotherapy-induced neutropenia
Clinical criteria:
e Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND
¢ Patient must be at greater than 20% risk of developing febrile neutropenia; OR
o Patient must be at substantial risk (greater than 20%) of prolonged severe neutropenia for more than or equal to seven
days.
Authgrity required (STREAMLINED)
9303
Chemotherapy-induced neutropenia
Clinical criteria:
¢ Patient must be receiving chemotherapy with the intention of achieving a cure or a substantial remission, AND
¢ Patient must have had a prior episode of febrile neutropenia; OR
¢ Patient must have had a prior episode of prolonged severe neutropenia for more than or equal to seven days.
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pegfilgrastim 6 mg/0.6 mL injection, 0.6 mL syringe
6363X Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 11 . 131.55 @ Pelgraz [OC] a Ziextenzo [SZ]

Interferons

= INTERFERON GAMMA-1B

Authority required (STREAMLINED)

9639
Chronic granulomatous disease
Clinical criteria:

¢ Patient must have frequent and severe infections despite adequate prophylaxis with antimicrobial agents.

interferon gamma-1b 2 million units (100 microgram)/0.5 mL injection, 6 x 0.5 mL vials
6148N Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 11 . *1767.93  Imukin [LM]

» PEGINTERFERON ALFA-2A

Caution Treatment with peginterferon alfa has been associated with depression and suicide in some patients. Patients with a history
of suicidal ideation or depressive illness should be warned of the risks. Psychiatric status during therapy should be monitored.

Note Special Pricing Arrangements apply.
Note Treatment centres are required to have access to the following appropriate specialist facilities for the provision of clinical

support services for hepatitis C:

(a) a nurse educator/counsellor for patients; and

(b) 24-hour access by patients to medical advice; and
(c) an established liver clinic.

Authority required (STREAMLINED)

9603

Chronic hepatitis C infection

Treatment criteria:

e Must be treated in an accredited treatment centre.

Population criteria:

e Patient must be aged 18 years or older, AND

e Patient must not be pregnant or breastfeeding, and must be using an effective form of contraception if female and of
child-bearing age.

Clinical criteria:

e Patient must have compensated liver disease, AND

o Patient must not have received prior interferon alfa or peginterferon alfa treatment for hepatitis C, AND

e Patient must have a contraindication to ribavirin, AND

e The treatment must cease unless the results of an HCV RNA quantitative assay at week 12 (performed at the same
laboratory using the same test) show that plasma HCV RNA has become undetectable or the viral load has decreased by
at least a 2 log drop, AND

e The treatment must be limited to a maximum duration of 48 weeks.

Evidence of chronic hepatitis C infection (repeatedly anti-HCV positive and HCV RNA positive) must be documented in the

patient's medical records.

peginterferon alfa-2a 135 microgram/0.5 mL injection, 4 x 0.5 mL syringes
6439X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1100.61 Pegasys [XO]

peginterferon alfa-2a 180 microgram/0.5 mL injection, 4 x 0.5 mL syringes
6449K Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

2 5 . *1266.95  Pegasys [XO]

Other immunostimulants

» PLERIXAFOR

Note Special Pricing Arrangements apply.
Note Applications for increased maximum quantities will only be authorised for patients with body weight greater than 100 kg.

Authority required (STREAMLINED)

9329

Mobilisation of haematopoietic stem cells

Clinical criteria:

e The treatment must be in combination with granulocyte-colony stimulating factor (G-CSF), AND
e Patient must have lymphoma; OR

e Patient must have multiple myeloma, AND

e Patient must require autologous stem cell transplantation, AND
e Patient must have failed previous stem cell collection; OR
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e Patient must be undergoing chemotherapy plus G-CSF mobilisation and their peripheral blood CD34+ count is less than
10,000 per millilitre or less than 10 million per litre on the day of planned collection; OR

o Patient must be undergoing chemotherapy plus G-CSF mobilisation and the first apheresis has yielded less than 1 million
CD34+ cells/kg.

Evidence that the patient meets the PBS restriction criteria must be recorded in the patient's medical records.

plerixafor 24 mg/1.2 mL injection, 1.2 mL vial
10084R Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 1 . 4065.21 2 Mozobil [GZ] 2 Plerixafor ARX [XT]

" IMMUNOSUPPRESSANTS

IMMUNOSUPPRESSANTS
Selective immunosuppressants

» ABATACEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment’ where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through 'Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment’ means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
'‘Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
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Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.

Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Note Authority applications for increased quantities/repeats (where relevant) may be made in real time using the Online PBS

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

Note No increase in the maximum number of repeats may be authorised.
Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be

accepted where one is claimed.

Authority required (STREAMLINED)

14555

Severe active rheumatoid arthritis

Treatment Phase: Subsequent continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under the First continuing treatment restriction; OR

o Patient must have received this drug under this treatment phase as their most recent course of PBS-subsidised biological
medicine, AND

¢ Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The assessment of response to treatment must be documented in the patient's medical records and must be no more than 4

weeks old at the time of the authority application.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be

determined according to the reduction in the total number of active joints. Where the baseline is determined on total number

of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is

provided with the initial application, the same marker must be used to determine response.

If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will

not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
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If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

If the requirement for concomitant treatment with methotrexate cannot be met because of a contraindication and/or severe
intolerance, details must be documented in the patient's medical records.

abatacept 250 mg injection, 1 vial

13705H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

3 5 . *827.07 Orencia [BQ]

» ABATACEPT

Note PBS AUTHORITY APPLICATIONS FOR SEVERE ACTIVE RHEUMATOID ARTHRITIS
The following information applies to Pharmaceutical Benefits Scheme (PBS) subsidy of the biological medicines for adults
with severe active rheumatoid arthritis. Where the term biological medicine appears in the following notes and restrictions it
refers to all PBS benefits with the specific PBS indication of: 'severe active rheumatoid arthritis'.
Some benefits are not biological medicines, but are small molecules. However, for practical purposes, these benefits are
included within the term 'biological medicine'.
Only one biological medicine is to be PBS-subsidised at any one time for rheumatoid arthritis.
Upon 5 inadequate responses to biological medicines with the specific PBS indication of 'severe active rheumatoid arthritis',
further subsidy is to cease. Where a particular biological medicine has provided an inadequate response, it must not be
subsidised again.
A serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Stevens Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered a
treatment failure.
(1) Selecting the correct 'Treatment phase' listing to apply under
Initiating subsidy:
(i) Apply through 'Initial 1 treatment' where a patient has received no prior PBS-subsidised biological medicine treatment; or
(i) Apply through 'Initial 2 treatment' where one of the following occurs: (a) PBS-subsidised treatment has at least been
initiated through any Initial 1 listing, but the prescribed biological medicine is changing, (b) there has been a break in
biological medicine of less than 24 months, but resumption of treatment is with the same biological medicine last
prescribed, (c) there has been a break in biological medicine of less than 24 months and resumption of treatment is with a
different biological medicine to that last prescribed, (d) treatment with rituximab has occurred within the past 24 months and
is the most recent therapy prescribed leading up to this authority application, irrespective of the length in time elapsed
between the 2 non-rituximab bDMARDs administered before and after rituximab.
Initial 2 does not require markers of inflammation/joint count to be re-established - those recorded in the first Initial 1
application can remain as baseline measures. Prerequisite DMARD treatments need not be re-proven to be inadequate.
The prescribed biological medicine may be changed at any time, regardless of whether the current prescribed biological
medicine has been obtained through Initial treatment or Continuing treatment. However, the change in biological medicine
cannot be back to the same biological medicine where that medicine has provided an inadequate response.
(iii) Apply through 'Initial 3 treatment’ where treatment is recommencing following a break in PBS-subsidised therapy of at
least 24 months. Initial 3 requires current markers of inflammation/joint count to be re-established. Prerequisite DMARD
treatments need not be re-proven to be inadequate. PBS-subsidised therapy in this instance can include rituximab where
prescribed as the most recent treatment - the 24 month break in therapy is from the second dose of the prior rituximab
course.
Response assessment to any course of PBS-subsidised biological therapy must follow a minimum of 12 weeks of therapy.
Applications made on the same day for Initial treatment and Continuing treatment clearly do reflect this requirement.
Where a response assessment is not conducted with a 'Continuing treatment' application, the biological medicine will be
assumed to have failed, unless the patient has experienced a serious adverse reaction of a severity resulting in the
necessity for permanent withdrawal of treatment. Authority applications for patients who experienced adverse reaction
necessitating permanent treatment withdrawal should be submitted through ‘Initial 2 treatment' or 'Initial 3 treatment'.
Indicate where the adverse reaction has occurred in the authority application.
Continuing subsidy:
Apply under a 'Continuing treatment' phase listing only where treatment has initiated through an 'Initial treatment' listing and
measures of disease control (i.e. ESR/CRP/joint count) demonstrate response following at least 12 weeks of treatment.
Continuing treatment should never precede Initial treatment where the same biological medicine is being prescribed.
The description of 'Continuing treatment' means 'Continuing treatment of severe rheumatoid arthritis with the same
biological medicine'. Where treatment of severe rheumatoid arthritis is continuing with a different biological medicine,
'‘Continuing treatment' is not to be interpreted as meaning 'Continuing treatment of severe rheumatoid arthritis with a
different biological medicine' - see 'Initial 2 treatment' where continuing treatment is with a different biological medicine.
‘Continuing treatment' is to be accessed repeatedly until the prescribed biological medicine is either changed, stops
providing an adequate response, or the patient takes a break in treatment.
Where continuing treatment is divided into 'First continuing' and 'Subsequent continuing', the next authority application
following immediately after any 'Initial treatment' authority application is to be through 'First continuing'. Following this, the
next authority application is to occur under the 'Subsequent continuing' treatment phase. Assuming the drug continues to
provide an adequate response, 'Subsequent continuing' is to be accessed repeatedly until the prescribed biological
medicine is either changed, stops providing an adequate response, or the patient takes a break in treatment.
Balance of Supply listings:
Maximum quantities and the number of repeats stated in a PBS-listing are values that prescribers may seek up to, but are
not obligated to prescribe. From time to time, there may be particular reasons why a prescriber may elect not to request the
full maximum quantity listed, or, the full number of repeat prescriptions. Where this occurs, the intent of Balance of Supply
treatment phase listings is to circumvent the need for another written-only authority application to be completed, as a
written-only authority application may not be practical in terms of providing timely access to continued treatment.
Apply under a 'Balance of Supply' treatment phase (where available) when either the full maximum quantity or repeat
prescriptions available under a particular treatment phase, was not requested and where the biological medicine has had
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insufficient time to demonstrate an adequate response. Where the preceding supply has been adequate to provide at least
12 weeks of treatment and has resulted in an adequate response, it may be more practical to access further treatment
under 'Continuing treatment'.

(2) Baseline measurements to determine response.

Determination of response to treatment must be based on baseline measurements of the joint count, ESR and/or CRP
provided with the first authority application for a biological medicine. However, prescribers may provide new baseline
measurements demonstrating elevation of both joint count and markers of inflammation any time that an initial treatment
authority application is provided and the eligibility for continuing treatment must be assessed according to these revised
baseline measurements.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline must be
used for all subsequent continuing treatment applications. Therefore, where an ESR or CRP level is provided at baseline,
an ESR or CRP level respectively must be used to determine response. Similarly, where the baseline active joint count is
based on total active joints (i.e. more than 20 active joints), response must be determined according to the reduction in the
total number of active joints. Where the baseline is determined on total number of major joints, the response must be
determined on the total number of major joints.

Applications under the Initial 1 treatment restriction for a new patient must include a joint count and ESR and/or CRP
measured at the completion of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy. The results must
be no more than 4 weeks old at the time of application.

Applications under the Initial 3 treatment restriction for recommencement of treatment after a break in biological medicine of
more than 24 months must include a joint count and ESR and/or CRP measurement that is no more than 4 weeks old at the
time of application.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient)
Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

¢ Patient must not have received PBS-subsidised treatment with a biological medicine for this condition, AND

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDS)
which must include at least 3 months continuous treatment with at least 2 DMARDs, one of which must be methotrexate
at a dose of at least 20 mg weekly plus one of the following: (i) hydroxychloroquine at a dose of at least 200 mg daily; (ii)
leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine at a dose of at least 2 g daily; OR

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information/cannot be tolerated at a 20 mg
weekly dose, must include at least 3 months continuous treatment with at least 2 of the following DMARDS: (i)
hydroxychloroquine at a dose of at least 200 mg daily; (ii) leflunomide at a dose of at least 10 mg daily; (iii) sulfasalazine
at a dose of at least 2 g daily; OR

e Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 3 months of continuous treatment with a DMARD where 2 of: (i) hydroxychloroquine, (ii)
leflunomide, (jii) sulfasalazine, are contraindicated according to the relevant TGA-approved Product Information/cannot
be tolerated at the doses specified above in addition to having a contraindication or intolerance to methotrexate: the
remaining tolerated DMARD must be trialled at a minimum dose as mentioned above; OR

e Patient must have a contraindication/severe intolerance to each of: (i) methotrexate, (ii) hydroxychloroquine, (iii)
leflunomide, (iv) sulfasalazine; in such cases, provide details for each of the contraindications/severe intolerances
claimed in the authority application, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose, the application must include details of the contraindication or intolerance including severity to methotrexate.

The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARD:s trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDSs for periods of at least 3 months each can be met using single agents

sequentially or by using one or more combinations of DMARDSs, however the time on treatment must be at least 6 months.

If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of

contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs

specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided

in the authority application.

The following criteria indicate failure to achieve an adequate response to DMARD treatment and must be demonstrated in

all patients at the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour and/or a C-reactive protein (CRP) level

greater than 15 mg per L; AND either

(a) a total active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

130

Schedule of Pharmaceutical Benefits — April 2024



ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this
criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral
steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of authority application, medical practitioners should request the appropriate number of vials to provide sufficient
drug, based on the weight of the patient, for a single infusion.

Up to a maximum of 4 repeats will be authorised.

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

(1) a completed authority prescription form; and

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

An assessment of a patient's response to this initial course of treatment must be conducted following a minimum of 12
weeks of therapy and no later than 4 weeks prior the completion of this course of treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

Note The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or recommencement of treatment after a break in biological medicine of

less than 24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition; OR

e Patient must have received prior PBS-subsidised treatment with a biological medicine under the paediatric Severe active
juvenile idiopathic arthritis/Systemic juvenile idiopathic arthritis indication, AND

o Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

¢ Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Patients who have received PBS-subsided treatment for paediatric Severe active juvenile idiopathic arthritis or Systemic

juvenile idiopathic arthritis where the condition has progressed to Rheumatoid arthritis may receive treatment through this

restriction using existing baseline scores.

Where a patient is changing from a biosimilar medicine for the treatment of this condition, the prescriber must provide

baseline disease severity indicators with this application, in addition to the response assessment outlined below.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or

(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
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(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
An application for a patient who is either changing treatment from another biological medicine to this drug or recommencing
therapy with this drug after a treatment break of less than 24 months, must be accompanied with details of the evidence of a
response to the patient's most recent course of PBS-subsidised biological medicine, within the timeframes specified below.
To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

At the time of authority application, medical practitioners should request the appropriate number of vials to provide sufficient
drug, based on the weight of the patient, for a single infusion.

Up to a maximum of 4 repeats will be authorised.

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

(1) a completed authority prescription form; and

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

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

A patient who has demonstrated a response to a course of rituximab must have a PBS-subsidised biological therapy
treatment-free period of at least 22 weeks, immediately following the second infusion, before swapping to an alternate
biological medicine.

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

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 3 (recommencement of treatment after a break in biological medicine of more than

24 months)

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e Patient must have previously received PBS-subsidised treatment with a biological medicine for this condition, AND

e Patient must have a break in treatment of 24 months or more from the most recent PBS-subsidised biological medicine
for this condition, AND

e Patient must not have failed to respond to previous PBS-subsidised treatment with this drug for this condition, AND

e Patient must not have already failed/ceased to respond to PBS-subsidised biological medicine treatment for this condition
5 times, AND

e The condition must have an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour; OR

e The condition must have a C-reactive protein (CRP) level greater than 15 mg per L, AND

e The condition must have either: (a) a total active joint count of at least 20 active (swollen and tender) joints; (b) at least 4
active major joints, AND

e Patient must not receive more than 16 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

Major joints are defined as (i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or (ii) shoulder and/or

hip (assessed as pain in passive movement and restriction of passive movement, where pain and limitation of movement

are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

All measures of joint count and ESR and/or CRP must be no more than 4 weeks old at the time of initial application.

If the requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons why this

criterion cannot be satisfied. Treatment with prednisolone dosed at 7.5 mg or higher daily (or equivalent) or a parenteral

steroid within the past month (intramuscular or intravenous methylprednisolone or equivalent) is an acceptable reason.
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Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.

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

(1) a completed authority prescription form; and

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

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted
following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of
biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks
from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet
the continuing restriction.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

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

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial 1 (new patient) or Initial 2 (change or recommencement of treatment after a break in biological
medicine of less than 24 months) or Initial 3 (recommencement of treatment after a break in biological medicine of more
than 24 months) - balance of supply

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

e Patient must have received insufficient therapy with this drug for this condition under the Initial 1 (new patient) restriction
to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug for this condition under the Initial 2 (change or
recommencement of treatment after a break in biological medicine of less than 24 months) restriction to complete 16
weeks treatment; OR

o Patient must have received insufficient therapy with this drug for this condition under the Initial 3 (recommencement of
treatment after a break in biological medicine of more than 24 months) to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

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

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.

Clinical criteria:

o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition, AND

e Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction, AND

e The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

o Patient must be at least 18 years of age.

An adequate response to treatment is defined as:

an ESR no greater than 25 mm per hour or a CRP level no greater than 15 mg per L or either marker reduced by at least

20% from baseline;

AND either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or
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(b) a reduction in the number of the following active joints, from at least 4, by at least 50%:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response must be
determined according to the reduction in the total number of active joints. Where the baseline is determined on total number
of major joints, the response must be determined on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker must be used to determine response.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
An application for the continuing treatment must be accompanied with the assessment of response conducted following a
minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient has either failed or ceased to respond to a PBS-subsidised biological medicine for this condition 5 times, they will
not be eligible to receive further PBS-subsidised treatment with a biological medicine for this condition.
If a patient fails to demonstrate a response to treatment with this drug under this restriction they will not be eligible to receive
further PBS-subsidised treatment with this drug for this condition.

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

Authority required
Severe active rheumatoid arthritis
Treatment Phase: First continuing treatment - balance of supply
Treatment criteria:
e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of rheumatoid arthritis.
Clinical criteria:
o Patient must have received insufficient therapy with this drug for this condition under the first 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.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. Monday to Friday).

abatacept 250 mg injection, 1 vial
0621J Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 281.27 Orencia [BQ]

» ALEMTUZUMAB

Note Neurologists prescribing PBS-subsidised alemtuzumab must be registered with the Lemtrada monitoring program.
Note Special Pricing Arrangements apply.

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

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

Authority required (STREAMLINED)

9589

Multiple sclerosis

Treatment Phase: Continuing treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND
¢ Patient must not show continuing progression of disability while on treatment with this drug, AND

e Patient must not receive more than one PBS-subsidised treatment per year, AND

e The treatment must be the sole PBS-subsidised disease modifying therapy for this condition, AND

e Patient must have demonstrated compliance with, and an ability to tolerate this therapy.
Treatment criteria:

e Must be treated by a neurologist.
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alemtuzumab 12 mg/1.2 mL injection, 1.2 mL vial
10246G Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

3 . . *32521.26 Lemtrada [GZ]

* ALEMTUZUMAB
Note Neurologists prescribing PBS-subsidised alemtuzumab must be registered with the Lemtrada monitoring program.
Note Special Pricing Arrangements apply.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)
9636
Multiple sclerosis
Treatment Phase: Initial treatment
Clinical criteria:
e The condition must be diagnosed as clinically definite relapsing-remitting multiple sclerosis by magnetic resonance
imaging of the brain and/or spinal cord; OR
e The condition must be diagnosed as clinically definite relapsing-remitting multiple sclerosis by accompanying written
certification provided by a radiologist that a magnetic resonance imaging scan is contraindicated because of the risk of
physical (not psychological) injury to the patient, AND
e The treatment must be the sole PBS-subsidised disease modifying therapy for this condition, AND
e Patient must have experienced at least 2 documented attacks of neurological dysfunction, believed to be due to multiple
sclerosis, in the preceding 2 years of commencing a PBS-subsidised disease modifying therapy for this condition, AND
e Patient must be ambulatory (without assistance or support).
Treatment criteria:
e Must be treated by a neurologist.
Where applicable, the date of the magnetic resonance imaging scan must be recorded in the patient's medical records.
alemtuzumab 12 mg/1.2 mL injection, 1.2 mL vial
10243D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

5 . . *54169.87 Lemtrada [GZ]

=» ECULIZUMAB
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved Pl for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

Note C5 inhibitors are not PBS-subsidised to treat TMA caused by conditions other than aHUS. Examples of TMA caused by
conditions other than aHUS may include the following but not limited to:

a) Active malignancy;

b) Active HIV infection;

¢) Hematopoietic stem cell transplants;

d) Various drugs including quinine, high-dose calcineurin inhibitors, antiplatelet agents;

e) Certain chemotherapy drugs or immunosuppressant drugs associated with microangiopathic haemolytic anaemia/TMA,;
f) Active autoimmune diseases.

In cases where alternative causes of TMA have not been adequately excluded, additional information may be required from
the prescriber to clarify the diagnosis before approval of the application.

Note Patients must be screened for genetic mutations known to confer a high risk of aHUS. These results should be submitted to
Services Australia when they become available. Once the results have been submitted to Services Australia, they do not
have to be resubmitted in subsequent applications.

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for four weeks of treatment, according to the specified dosage in the approved Product Information (PI).

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl
will not be approved.

Note The Authority application should be accompanied by a cover letter from the prescriber, providing complete details on:

a) Presenting clinical features, including history, acute treatment and medications;

b) Results of testing for genetic mutations (if available);

¢) Family history of aHUS, especially in first-degree relatives;

d) Patient's prior history of episodes of active and progressing TMA caused by aHUS;
e) Exclusion of alternative causes of TMA,

f) History of renal or other organ transplant (if any);
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g) Any other matters considered relevant by the prescriber.

In cases where there are discordant results (for example, an equivocal biopsy result in the absence of objective evidence of
haemolysis) the cover letter should articulate the prescriber's interpretation of the clinical data and how a diagnosis of
aHUS is supported by the available evidence.

Authority required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have active and progressing thrombotic microangiopathy (TMA) caused by aHUS, AND

e Patient must have ADAMTS-13 activity of greater than or equal to 10% on a blood sample taken prior to plasma
exchange or infusion; or, if ADAMTS-13 activity was not collected prior to plasma exchange or infusion, patient must
have platelet counts of greater than 30x1079/L and a serum creatinine of greater than 150 mol/L, AND

o Patient must have a confirmed negative STEC (Shiga toxin-producing E.Coli) result if the patient has had diarrhoea in the
preceding 14 days, AND

¢ Patient must have clinical features of active organ damage or impairment, AND

e Patient must not receive more than 4 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

o Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

Evidence of active and progressing TMA is defined by the following:

(1) a platelet count of less than 150x1079/L; and evidence of two of the following:

(i) presence of schistocytes on blood film;

(ii) low or absent haptoglobin;

(iii) lactate dehydrogenase (LDH) above normal range;

OR

(2) in recipients of a kidney transplant for end-stage kidney disease due to aHUS, a kidney biopsy confirming TMA; AND

(3) evidence of at least one of the following clinical features of active TMA-related organ damage or impairment is defined as

below:

(a) kidney impairment as demonstrated by one of the following:

(i) a decline in estimated Glomerular Filtration Rate (eGFR) of greater than 20% in a patient who has pre-existing kidney

impairment; and/or

(i) a serum creatinine (sCr) of greater than the upper limit of normal (ULN) in a patient who has no history of pre-existing

kidney impairment; or

(i) a sCr of greater than the age-appropriate ULN in paediatric patients; or

(iv) a renal biopsy consistent with aHUS;

(b) onset of TMA-related neurological impairment;

(c) onset of TMA-related cardiac impairment;

(d) onset of TMA-related gastrointestinal impairment;

(e) onset of TMA-related pulmonary impairment.

Claims of non-renal TMA-related organ damage should be made at the point of application for initial PBS-subsidised

eculizumab (where possible), and should be supported by objective clinical measures. The prescriber's cover letter should

establish that the observed organ damage is directly linked to active and progressing TMA, particularly when indirect causes

such as severe thrombocytopenia, hypertension and acute renal failure are present at the time of the initial organ

impairment.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every

subsequent application for treatment.

The authority application must be in writing and must include all of the following:

(1) A completed authority prescription form(s);

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

website specified in the Administrative Advice);

(3) A detailed cover letter from the prescriber;

(4) A measurement of body weight at the time of application;

(5) The result of ADAMTS-13 activity on a blood sample taken prior to plasma exchange or infusion; the date and time that

the sample for the ADAMTS-13 assay was collected, and the dates and times of any plasma exchanges or infusions that

were undertaken in the 2 weeks prior to collection of the ADAMTS-13 assay;

(6) In the case that a sample for ADAMTS-13 assay was not collected prior to plasma exchange or infusion, measurement

of ADAMTS-13 activity must be taken 7-10 days following the last plasma exchange or infusion. The ADAMTS-13 result

must be submitted to Services Australia within 27 days of commencement of eculizumab treatment in order for the patient to

be considered as eligible for further PBS-subsidised eculizumab treatment, under Initial treatment - Balance of Supply;

(7) A confirmed negative STEC result if the patient has had diarrhoea in the preceding 14 days;

(8) Evidence of active and progressing TMA, including pathology results where relevant. Evidence of the onset of TMA-

related neurological, cardiac, gastrointestinal or pulmonary impairment requires a supporting statement with clinical

evidence in patient records. All tests must have been performed within 4 weeks of application;

(9) For all patients, a recent measurement of eGFR, platelets and two of either LDH, haptoglobin or schistocytes of no more

than 1 week old at the time of application.
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eculizumab 300 mg/30 mL injection, 30 mL vial
10182X Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 5689.00  Soliris [XI]

= ECULIZUMAB

Note WARNING: Eculizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

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

Note This Balance of Supply restriction will cease to operate from 5 years after the date specified in the clinical criteria.

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

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

Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Balance of Supply (transition from non-PBS-subsidised treatment during induction phase)

Clinical criteria:

e Patient must have received non-PBS-subsidised eculizumab for this condition prior to 1 March 2022, AND

o Patient must have received insufficient quantity to complete the induction treatment phase, AND

e Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with eculizumab,
AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
eculizumab, AND

e Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with eculizumab, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with eculizumab; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with eculizumab; OR

e Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with eculizumab; OR

e Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with eculizumab; OR

e Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with eculizumab; OR

o Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with eculizumab, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

At the time of the authority application, medical practitioners should request the appropriate number of vials to complete the

induction treatment phase, as per the Product Information.

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10%/L)

(iii) White Cell Count (x10%/L)
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(iv) Reticulocytes (x10%L)

(v) Neutrophils (x10%/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH)

(viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory
(ix) the LDH:ULN ratio (in figures, rounded to one decimal place)

eculizumab 300 mg/30 mL injection, 30 mL vial
12864C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 5689.00  Soliris [XI]

=» ECULIZUMAB
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis).

Please consult the approved PI for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab
Note C5 inhibitors are not PBS-subsidised to treat TMA caused by conditions other than aHUS. Examples of TMA caused by

conditions other than aHUS may include the following but not limited to:

a) Active malignancy;

b) Active HIV infection;

¢) Hematopoietic stem cell transplants;

d) Various drugs including quinine, high-dose calcineurin inhibitors, antiplatelet agents;

e) Certain chemotherapy drugs or immunosuppressant drugs associated with microangiopathic haemolytic anaemia/TMA,;
f) Active autoimmune diseases.

In cases where alternative causes of TMA have not been adequately excluded, additional information may be required from
the prescriber to clarify the diagnosis before approval of the application.

Note Patients must be screened for genetic mutations known to confer a high risk of aHUS. These results should be submitted to

Services Australia when they become available. Once the results have been submitted to Services Australia, they do not
have to be resubmitted in subsequent applications.

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

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Note Services Australia will contact the prescriber by telephone after a written application has been submitted.
Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient

drug for 4 weeks and up to 4 repeats, according to the specified dosage in the approved Product Information (PI).
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl
will not be approved.

Authority required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Initial treatment - Balance of Supply

Clinical criteria:

o Patient must have received PBS-subsidised initial supply of eculizumab for this condition, AND

o Patient must have ADAMTS-13 activity of greater than or equal to 10% on a blood sample, AND

o Patient must not receive more than 20 weeks supply under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

o Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

ADAMTS-13 activity result must have been submitted to Services Australia. In the case that a sample for ADAMTS-13

activity taken prior to plasma exchange or infusion was not available at the time of application for Initial treatment, ADAMT S-

13 activity must have been measured 7-10 days following the last plasma exchange or infusion, and must have been

submitted to Services Australia within 27 days of commencement of eculizumab. The date and time that the sample for the

ADAMTS-13 assay was collected, and the dates and times of the last, if any, plasma exchange or infusion that was

undertaken in the 2 weeks prior to collection of the ADAMTS-13 assay must also have been provided to Services Australia.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every

subsequent application for treatment.

Authority required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Recommencement - Balance of Supply

Clinical criteria:
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e Patient must have previously received PBS-subsidised eculizumab under the ‘'Recommencement of treatment' restriction
for this condition, AND

o Patient must not receive more than 20 weeks supply under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every

subsequent application for treatment.

eculizumab 300 mg/30 mL injection, 30 mL vial
10192K Max.Qty Packs No.ofRpts ~Premium$ DPMQ$  Brand Name and Manufacturer

1 4 . 5689.00  Soliris [XI]

= ECULIZUMAB

Note WARNING: Eculizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved PI for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

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

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

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

Note Special Pricing Arrangements apply.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - initial 1 (new patient) induction doses

Clinical criteria:

e Patient must not have received prior treatment with this drug for this condition, AND

o Patient must have a diagnosis of PNH established by flow cytometry, AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10%, AND

o Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal, AND

e Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy; OR

o Patient must have been transfused with at least 4 units of red blood cells in the last 12 months; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms; OR

e Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded; OR

e Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded; OR

o Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10%/L)

(i) White Cell Count (x10%/L)

(iv) Reticulocytes (x10°%L)
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(v) Neutrophils (x10%/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH)

(viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place) must be at least 1.5

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Initial treatment - (initial 3) switching from PBS-subsidised pegcetacoplan for pregnancy (induction doses)

Clinical criteria:

e Patient must be planning pregnancy; OR

e Patient must be pregnant, AND

o Patient must have received PBS-subsidised treatment with pegcetacoplan for this condition, AND

¢ The treatment must not be in combination with any of (i) ravulizumab, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

Patient may qualify under this treatment phase more than once. In the event of miscarriage, patient may continue on

eculizumab if patient is stable, and/or is planning a subsequent pregnancy. For continuing PBS-subsidised treatment, a

'Switching' patient must proceed under the 'Subsequent Continuing Treatment' criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Return from PBS-subsidised pegcetacoplan - induction doses

Clinical criteria:

e Patient must have received PBS-subsidised treatment with at least one Complement 5 (C5) inhibitor for this condition,
AND

o Patient must have received PBS-subsidised treatment with pegcetacoplan for this condition, AND

e Patient must have developed resistance or intolerance to pegcetacoplan, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

For continuing PBS-subsidised treatment with this drug, a 'Returning’ patient must proceed under the'Subsequent

Continuing Treatment' criteria.

eculizumab 300 mg/30 mL injection, 30 mL vial
12896R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

8 . . *45173.41  Soliris [XI]

= ECULIZUMAB

Note WARNING: Eculizumab increases the risk of meningococcal infections (septicaemia and/or meningitis).

Please consult the approved PI for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

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

Authority required
Paroxysmal nocturnal haemoglobinuria (PNH)
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Treatment Phase: Initial treatment - Initial 2 (switching from PBS-subsidised ravulizumab for pregnancy)

Clinical criteria:

e Patient must be planning pregnancy; OR

e Patient must be pregnant, AND

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

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

Patient may qualify under this treatment phase more than once. In the event of miscarriage, patient may continue on

eculizumab if patient is stable, and/or is planning a subsequent pregnancy. For continuing PBS-subsidised treatment, a

'Switching' patient must proceed under the 'Subsequent Continuing Treatment' criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Grandfather 1 (transition from non-PBS-subsidised treatment) - maintenance phase

Clinical criteria:

o Patient must have received non-PBS-subsidised eculizumab for this condition prior to 1 March 2022, AND

e Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with eculizumab,
AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
eculizumab, AND

e Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with eculizumab, AND

e Patient must have experienced clinical improvement as a result of treatment with this drug; OR

e Patient must have experienced a stabilisation of the condition as a result of treatment with this drug, AND

« Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with eculizumab; OR

e Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with eculizumab; OR

e Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with eculizumab; OR

¢ Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with eculizumab; OR

e Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with eculizumab; OR

o Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with eculizumab, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°%/L)

(iii) White Cell Count (x10°/L)

(iv) Reticulocytes (x10%L)

(v) Neutrophils (x10%L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH)

(viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place) must be at least 1.5
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Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised

treatment, a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.

Note This grandfather restriction will cease to operate from 5 years after the date specified in the clinical criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Grandfather 2 (transition from LSDP-funded eculizumab)

Clinical criteria:

¢ Patient must have previously received eculizumab for the treatment of this condition funded under the Australian
Government's Life Saving Drugs Program (LSDP), AND

e Patient must have a diagnosis of PNH established by flow cytometry prior to commencing treatment with eculizumab,
AND

e Patient must have a PNH granulocyte clone size equal to or greater than 10% prior to commencing treatment with
eculizumab, AND

e Patient must have a raised lactate dehydrogenase value at least 1.5 times the upper limit of normal prior to commencing
treatment with eculizumab, AND

e Patient must have experienced clinical improvement as a result of treatment with this drug; OR

¢ Patient must have experienced a stabilisation of the condition as a result of treatment with this drug, AND

o Patient must have experienced a thrombotic/embolic event which required anticoagulant therapy prior to commencing
treatment with eculizumab; OR

e Patient must have been transfused with at least 4 units of red blood cells in the last 12 months prior to commencing
treatment with eculizumab; OR

¢ Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 70 g/L in the absence of anaemia symptoms prior to commencing
treatment with eculizumab; OR

o Patient must have chronic/recurrent anaemia, where causes other than haemolysis have been excluded, together with
multiple haemoglobin measurements not exceeding 100 g/L in addition to having anaemia symptoms prior to
commencing treatment with eculizumab; OR

o Patient must have debilitating shortness of breath/chest pain resulting in limitation of normal activity (New York Heart
Association Class Ill) and/or established diagnosis of pulmonary arterial hypertension, where causes other than PNH
have been excluded prior to commencing treatment with eculizumab; OR

¢ Patient must have a history of renal insufficiency, demonstrated by an eGFR less than or equal to 60 mL/min/1.73m?,
where causes other than PNH have been excluded prior to commencing treatment with eculizumab; OR

o Patient must have recurrent episodes of severe pain requiring hospitalisation and/or narcotic analgesia, where causes
other than PNH have been excluded prior to commencing treatment with eculizumab, AND

¢ The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°%/L)

(iii) White Cell Count (x10°/L)

(iv) Reticulocytes (x10%L)

(v) Neutrophils (x10%L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH)

(viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place) must be at least 1.5

Note Patients may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised

treatment, a 'Grandfathered' patient must qualify under the 'First Continuing Treatment' criteria.

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: First Continuing Treatment

Clinical criteria:

e Patient must have received PBS-subsidised treatment with this drug for this condition under an 'Initial', 'Balance of
Supply', or 'Grandfather' treatment criteria, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

e Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

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

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

website specified in the Administrative Advice).

At the time of the authority application, details (result and date of result) of the following monitoring requirements must be

provided:

(i) Haemoglobin (g/L)

(ii) Platelets (x10°%/L)

(iii) White Cell Count (x10°%/L)

(iv) Reticulocytes (x10°/L)

(v) Neutrophils (x10%/L)

(vi) Granulocyte clone size (%)

(vii) Lactate Dehydrogenase (LDH)

(viii) the upper limit of normal (ULN) for LDH as quoted by the reporting laboratory

(ix) the LDH:ULN ratio (in figures, rounded to one decimal place)

Authority required

Paroxysmal nocturnal haemoglobinuria (PNH)

Treatment Phase: Subsequent Continuing Treatment

Clinical criteria:

o Patient must have previously received PBS-subsidised treatment with this drug for this condition under the 'First
Continuing Treatment' or 'Switch' criteria, AND

¢ Patient must have experienced clinical improvement as a result of treatment with this drug; OR

e Patient must have experienced a stabilisation of the condition as a result of treatment with this drug, AND

e The treatment must not be in combination with any of (i) another Complement 5 (C5) inhibitor, (ii) pegcetacoplan.

Treatment criteria:

¢ Must be treated by a haematologist; OR

e Must be treated by a non-specialist medical physician who has consulted a haematologist on the patient's drug treatment
details.

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

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

eculizumab 300 mg/30 mL injection, 30 mL vial

12899X Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

6 5 . *33892.17  Soliris [XI]

=» ECULIZUMAB
Caution C5 inhibitors increase the risk of meningococcal infections (septicaemia and/or meningitis).
Please consult the approved Pl for information about vaccination against meningococcal infection.

Note Complement 5 (C5) inhibitors are defined as eculizumab or ravulizumab

Note C5 inhibitors are not PBS-subsidised to treat TMA caused by conditions other than aHUS. Examples of TMA caused by
conditions other than aHUS may include the following but not limited to:

a) Active malignancy;

b) Active HIV infection;

¢) Hematopoietic stem cell transplants;

d) Various drugs including quinine, high-dose calcineurin inhibitors, antiplatelet agents;

e) Certain chemotherapy drugs or immunosuppressant drugs associated with microangiopathic haemolytic anaemia/TMA,;
f) Active autoimmune diseases.

In cases where alternative causes of TMA have not been adequately excluded, additional information may be required from
the prescriber to clarify the diagnosis before approval of the application.

Note Patients must be screened for genetic mutations known to confer a high risk of aHUS. These results should be submitted to
Services Australia when they become available. Once the results have been submitted to Services Australia, they do not
have to be resubmitted in subsequent applications.

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have received PBS-subsidised eculizumab under the initial treatment phase for this condition; OR
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¢ Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the initial treatment phase
for this condition; OR

o Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the continuing treatment
phase for this condition, AND

¢ Patient must have demonstrated on-going treatment response with PBS-subsidised eculizumab for this condition, AND

¢ Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

e Patient must not receive more than 80 weeks of eculizumab treatment in total under this restriction; OR

e Patient must not receive more than 104 weeks supply of a C5 inhibitor under the initial and continuing treatment
restrictions if they had switched C5 inhibitors during the course of initial and continuing treatment, AND

o Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate

dehydrogenase (LDH); and

(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to

commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

c¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR 25% from baseline.

PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with

eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal

complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5

inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial

haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:

(1) A completed authority prescription form(s);

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

website specified in the Administrative Advice);

(3) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS, if applicable;

(6) A history of kidney transplant if applicable (especially if required due to aHUS);

(7) An inclusion of the individual consequences of recurrent disease, if applicable;

(8) Evidence that the patient has had a treatment response including haematological results of no more than 1 week old at

the time of application (platelet count, haptoglobin and LDH); and an eGFR level of no more than 1 week old at the time of

application;

(9) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence

that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications

that have significantly improved;

(10) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical

evidence that any initial extra-renal complications of TMA have significantly improved is required.

This assessment must be submitted no later than 4 weeks from the cessation of the prior treatment. Where a response

assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have failed to respond

to treatment with eculizumab.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient

drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PlI).

A maximum of up to 80 weeks of eculizumab treatment (or 104 weeks if switching C5 inhibitors during the course of initial
and continuing treatment) is allowed under this restriction, however an authority application must be submitted every 24
weeks under this restriction if patient is deemed eligible.

Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved PI
will not be approved.

Authority required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Extended Continuing treatment

Clinical criteria:

e Patient must have received PBS-subsidised eculizumab under the continuing treatment phase for this condition; OR

o Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the continuing treatment
phase for this condition; OR
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o Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the extended continuing

treatment phase for this condition, AND

¢ Patient must have demonstrated on-going treatment response with PBS-subsidised eculizumab for this condition, AND

o Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment

phase, AND

¢ Patient must have a TMA-related cardiomyopathy as evidenced by left ventricular ejection fraction < 40% on current

objective measurement; OR

Patient must have severe TMA-related neurological impairment; OR

Patient must have severe TMA-related gastrointestinal impairment; OR

Patient must have severe TMA-related pulmonary impairment on current objective measurement; OR

Patient must have grade 4 or 5 chronic kidney disease (eGFR of less than 30 mL/min); OR

Patient must have a high risk of aHUS recurrence in the short term in the absence of continued treatment with

eculizumab, AND
e Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this

restriction.
Treatment criteria:
e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR
e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND
e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.
A treatment response is defined as:
(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate
dehydrogenase (LDH); and
(2) One of the following:
a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to
commencing treatment with a C5 inhibitor; or
b) an eGFR within +/- 25% from baseline; or
c¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR 25% from baseline.
PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with
eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.
A treatment failure is defined as a patient who is:
(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal
complications if originally presented; or
(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5
inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.
The authority application must include the following measures of response to the prior course of treatment, including serial
haematological results (every 3 months while the patient is receiving treatment).
The authority application must be in writing and must include all of the following:
(1) A completed authority prescription form(s);
(2) A completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice);
(3) A measurement of body weight at the time of application;
(4) Results of genetic testing, if not previously submitted;
(5) A family history of aHUS, if applicable;
(6) A history of multiple episodes of aHUS before commencing eculizumab treatment, if applicable;
(7) A history of kidney transplant, if applicable (especially if required due to aHUS);
(8) An inclusion of the individual consequences of recurrent disease;
(9) A supporting statement with clinical evidence of severe TMA-related cardiomyopathy (including current LVEF result),
neurological impairment, gastrointestinal impairment or pulmonary impairment;
(10) Evidence that the patient has had a treatment response including haematological results of no more than 4 weeks old
at the time of application (platelet count, haptoglobin and LDH); and an eGFR level of no more than 4 weeks old at the time
of application;
(11) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence
that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications
that have significantly improved;
(12) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical
evidence that any initial extra-renal complications of TMA have significantly improved is required.
This assessment must be submitted no later than 4 weeks from the cessation of the prior treatment. Where a response
assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have failed to respond
to treatment with eculizumab.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (PI).
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl
will not be approved.

Authority required

Atypical haemolytic uraemic syndrome (aHUS)
Treatment Phase: Recommencement of treatment
Clinical criteria:
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¢ Patient must have demonstrated treatment response to previous treatment with PBS-subsidised eculizumab for this
condition; OR

e Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the recommencement
treatment phase for this condition, AND

o Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

e Patient must have the following clinical conditions prior to recommencing C5 inhibitor treatment: (i) either significant
haemolysis as measured by low/absent haptoglobin; or presence of schistocytes on the blood film; or lactate
dehydrogenase (LDH) above normal; AND (ii) either platelet consumption as measured by either 25% decline from
patient baseline or thrombocytopenia (platelet count <150 x 10"9/L); OR (iii) TMA-related organ impairment including on
recent biopsy, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist ty pes, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate

dehydrogenase (LDH); and

(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to

commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

c¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR 25% from baseline.

PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with

eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal

complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5

inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial

haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:

(1) A completed authority prescription form(s);

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

website specified in the Administrative Advice);

(3) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted,;

(5) A family history of aHUS if applicable;

(6) A history of multiple episodes of aHUS following the treatment break, if applicable;

(7) A history of kidney transplant if applicable (especially if required due to aHUS);

(8) An inclusion of the individual consequences of recurrent disease;

(9) A supporting statement with clinical evidence of TMA-related organ damage including current (within one week of

application) haematological results (platelet count, haptoglobin and LDH), eGFR level, and, if applicable, on recent biopsy;

(10) Evidence that the patient has had a treatment response to their previous treatment with eculizumab;

(11) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence

that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications

that have significantly improved;

(12) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical

evidence that any initial extra-renal complications of TMA have significantly improved is required.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient

drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (Pl1).
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl
will not be approved.

Note A raise in LDH alone is not a sufficient reason to recommence a C5 inhibitor, but thrombocytopenia with one marker of

haemolysis (such as raised LDH, presence of schistocytes, or low/absence of haptoglobin) is an accepted reason to
consider recommencement of C5 inhibitor treatment.

Note Kidney transplantation/dialysis is not a contraindication to recommencement of C5 inhibitor treatment.

Authority required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Continuing recommencement of treatment

Clinical criteria:

e Patient must have received PBS-subsidised eculizumab under the recommencement of treatment phase for this
condition; OR

¢ Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the recommencement
treatment phase for this condition; OR
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o Patient must have received PBS-subsidised eculizumab under the switch from ravulizumab in the continuing
recommencement of treatment phase for this condition, AND

e Patient must have demonstrated ongoing treatment response to 'Recommencement of treatment' with a C5 inhibitor for
this condition, AND

e Patient must not have experienced treatment failure with eculizumab for this condition in the most recent treatment
phase, AND

e Patient must not receive more than 24 weeks of treatment with eculizumab per continuing treatment course authorised
under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

e Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

A treatment response is defined as:

(1) Normalisation of haematology as demonstrated by at least 2 of the following: (i) platelet count, (ii) haptoglobin, (iii) lactate

dehydrogenase (LDH); and

(2) One of the following:

a) an increase in eGFR of > 25% from baseline, where the baseline is the eGFR measurement immediately prior to

commencing treatment with a C5 inhibitor; or

b) an eGFR within +/- 25% from baseline; or

c¢) an avoidance of dialysis-dependence but worsening of kidney function with a reduction in eGFR 25% from baseline.

PBS-subsidised treatment with eculizumab will not be permitted if a patient has experienced treatment failure with

eculizumab in the most recent treatment phase prior to the treatment phase where this application is sought.

A treatment failure is defined as a patient who is:

(1) Dialysis-dependent at the time of application and has failed to demonstrate significant resolution of extra-renal

complications if originally presented; or

(2) On dialysis and has been on dialysis for 4 months of the previous 6 months while receiving a PBS-subsidised C5

inhibitor, and has failed to demonstrate significant resolution of extra-renal complications if originally presented.

The authority application must include the following measures of response to the prior course of treatment, including serial

haematological results (every 3 months while the patient is receiving treatment).

The authority application must be in writing and must include all of the following:

(1) A completed authority prescription form(s);

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

website specified in the Administrative Advice);

(3) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted;

(5) A family history of aHUS, if applicable;

(6) A history of multiple episodes of aHUS before recommencing eculizumab treatment, if applicable;

(7) A history of kidney transplant if applicable (especially if required due to aHUS);

(8) An inclusion of the individual consequences of recurrent disease, if applicable;

(9) Evidence that the patient has had a treatment response including haematological results of no more than 1 week old at

the time of application (platelet count, haptoglobin and LDH); and an eGFR level of no more than 1 week old at the time of

application;

(10) Evidence that the patient has not experienced treatment failure, including a supporting statement with clinical evidence

that the patient does not require dialysis, unless the indication for continuing eculizumab is severe extra-renal complications

that have significantly improved;

(12) If the indication for continuing eculizumab is severe extra-renal complications, then a supporting statement with clinical

evidence that any initial extra-renal complications of TMA have significantly improved is required.

This assessment must be submitted no later than 4 weeks from the cessation of the prior treatment. Where a response

assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have failed to respond

to treatment with eculizumab.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient
drug for 4 weeks and up to 5 repeats, according to the specified dosage in the approved Product Information (Pl1).
Applications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl
will not be approved.

Authority required

Atypical haemolytic uraemic syndrome (aHUS)

Treatment Phase: Switch from PBS-subsidised ravulizumab (all phases) - loading dose

Clinical criteria:

o Patient must have previously received PBS-subsidised ravulizumab under the ‘Initial treatment' restriction for this
condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the ‘Continuing treatment' restriction for this
condition; OR

e Patient must have previously received PBS-subsidised ravulizumab under the 'Extended continuing treatment' restriction
for this condition; OR

e Patient must have previously received PBS-subsidised ravulizumab under the ‘Recommencement of treatment' restriction
for this condition; OR
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e Patient must have previously received PBS-subsidised ravulizumab under the 'Continuing recommencement of
treatment’ restriction for this condition; OR

o Patient must have previously received PBS-subsidised ravulizumab under the ‘Grandfather (transitioning from non-PBS
to PBS-subsidised treatment)' restriction for this condition, AND

o Patient must have/lhad ADAMTS-13 activity of greater than or equal to 10% on a blood sample, AND

¢ Patient must not receive more than 24 weeks of C5 inhibitor supply for this current treatment phase under this restriction.

Treatment criteria:

e Must be treated by a prescriber who is either: (i) a haematologist, (ii) a nephrologist; OR

e Must be treated by a medical practitioner who has consulted at least one of the above mentioned specialist types, with
agreement reached that the patient should be treated with this pharmaceutical benefit on this occasion, AND

o Patient must be undergoing treatment with one C5 inhibitor therapy only at any given time.

The application must indicate the most recent treatment phase that the patient is switching from.

For patients who are switching C5 inhibitors, the next application should be sought under the next relevant treatment phase.

Serial haematological results (every 3 months while the patient is receiving treatment) must be provided with every

subsequent application for treatment.

The authority application must be in writing and must include all of the following:

(1) A completed authority prescription form(s);

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

website specified in the Administrative Advice);

(3) A measurement of body weight at the time of application;

(4) Results of genetic testing, if not previously submitted.

Note At the time of authority application, medical practitioners must request the appropriate number of vials to provide sufficient

drug for 24 weeks of treatment, according to the specified dosage in the approved Product Information (PI).

An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Consider strengths and

combinations that minimise drug wastage. A separate authority prescription form must be completed for each strength

requested.

Ap?plications for treatment with this drug where the dose and dosing frequency exceeds that specified in the approved Pl

will not be approved.

eculizumab 300 mg/30 mL injection, 30 mL vial
10194M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 5689.00 Soliris [XI]

* EVEROLIMUS
Caution Careful monitoring of patients is mandatory.

Authority required (STREAMLINED)
9691
Management of renal allograft rejection
Treatment Phase: Management (initiation, stabilisation and review of therapy)
Clinical criteria:
o Patient must be receiving this drug for prophylaxis of renal allograft rejection, AND

e The treatment must be under the supervision and direction of a transplant unit.
Authority required (STREAMLINED)

9693

Management of cardiac allograft rejection

Treatment Phase: Management (initiation, stabilisation and review of therapy)

Clinical criteria:

¢ Patient must be receiving this drug for prophylaxis of cardiac allograft rejection, AND
e The treatment must be under the supervision and direction of a transplant unit.

everolimus 250 microgram tablet, 60

6459Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *324.39 @ Certican [NV] @ Everocan [CR]

everolimus 500 microgram tablet, 60

6460B Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *560.01 2 Certican [NV] 2 Everocan [CR]

everolimus 750 microgram tablet, 60

6461C Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
4 5 . *1639.61 2 Certican [NV] @ Everocan [CR]

everolimus 1 mg tablet, 60

9582H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
4 5 . *2170.05 2 Certican [NV] @ Everocan [CR]

= MYCOPHENOLATE
Caution Careful monitoring of patients is mandatory.
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Authority required (STREAMLINED)

9691

Management of renal allograft rejection

Treatment Phase: Management (initiation, stabilisation and review of therapy)
Clinical criteria:

e Patient must be receiving this drug for prophylaxis of renal allograft rejection, AND

e The treatment must be under the supervision and direction of a transplant unit.
Authority required (STREAMLINED)

9693

Management of cardiac allograft rejection

Treatment Phase: Management (initiation, stabilisation and review of therapy)

Clinical criteria:

o Patient must be receiving this drug for prophylaxis of cardiac allograft rejection, AND
e The treatment must be under the supervision and direction of a transplant unit.

mycophenolate mofetil 1 g/5 mL powder for oral liquid, 165 mL

6364y Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *#520.01 2 CellCept [RO] @ Pharmacor Mycophenolate [CR]
mycophenolate mofetil 500 mg tablet, 50
6209T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
6 5 . *167.25 2 ARX-MYCOPHENOLATE [XT] 2 CellCept [RO]
@ Ceptolate [AF] a MycoCept [RF]
@ Mycophenolate APOTEX [GX] @ Mycophenolate GH [GQ]
@ Mycophenolate Sandoz [SZ] @ Noumed Mycophenolate [VO]

@ Pharmacor Mycophenolate 500 [CR]

= MYCOPHENOLATE
Caution Careful monitoring of patients is mandatory.
Note Management includes initiation, stabilisation and review of therapy as required.

Authority required (STREAMLINED)

9692

Prophylaxis of renal allograft rejection

Treatment Phase: Management

Clinical criteria:

e The treatment must be under the supervision and direction of a transplant unit.
Authority required (STREAMLINED)

9809

WHO Class lll, IV or V lupus nephritis

Treatment Phase: Management

Clinical criteria:

e The condition must be proven by biopsy.

Treatment criteria:

e Must be treated by a nephrologist or in consultation with a nephrologist.

The name of the consulting nephrologist must be included in the patient medical records.

mycophenolate 180 mg enteric tablet, 120

6369F Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *186.81 @ Mycophenolic Acid ARX [XT] a Myfortic [NV]

mycophenolate 360 mg enteric tablet, 120

6370G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
2 5 . *365.21 @ Mycophenolic Acid ARX [XT] @ MYCOTEX [CR]

& Myfortic [NV]

= MYCOPHENOLATE
Caution Careful monitoring of patients is mandatory.
Note Pharmaceutical benefits that have the form capsule 250 mg are equivalent for the purposes of substitution.

Authority required (STREAMLINED)

9689

Management of renal allograft rejection

Treatment Phase: Management (initiation, stabilisation and review of therapy)
Clinical criteria:

o Patient must be receiving this drug for prophylaxis of renal allograft rejection, AND

e The treatment must be under the supervision and direction of a transplant unit.
Authority required (STREAMLINED)

9690
Management of cardiac allograft rejection

Highly Specialised Drugs Program (Private Hospital) 149



ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS

Treatment Phase: Management (initiation, stabilisation and review of therapy )
Clinical criteria:
e Patient must be receiving this drug for prophylaxis of cardiac allograft rejection, AND
e The treatment must be under the supervision and direction of a transplant unit.
mycophenolate mofetil 250 mg capsule, 50
1837Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
12 5 . *167.37 2 Ceptolate [AF]

mycophenolate mofetil 250 mg capsule, 100

6208R Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
6 5 . *167.37 2 APO-Mycophenolate [TX] @ CellCept [RO]
@ Mycophenolate Sandoz [SZ] @ Pharmacor Mycophenolate 250 [CR]

= NATALIZUMAB
Caution Progressive multifocal leukoencephalopathy has been reported with this drug.
Authority required (STREAMLINED)
13625
Clinically definite relapsing-remitting multiple sclerosis
Treatment criteria:
e Must be treated by a neurologist.
Clinical criteria:
e The treatment must be the sole PBS-subsidised disease modifying therapy for this condition, AND
e Patient must be ambulatory (without assistance or support), AND
e Patient must have experienced at least 2 documented attacks of neurological dysfunction, believed to be due to multiple
sclerosis, in the preceding 2 years of commencing a PBS-subsidised disease modifying therapy for this condition, AND
¢ The condition must be confirmed by magnetic resonance imaging of the brain and/or spinal cord; OR
e Patient must be deemed unsuitable for magnetic resonance imaging due to the risk of physical (not psychological) injury
to the patient.
The date of the magnetic resonance imaging scan must be included in the patient's medical notes, unless written
certification is provided, in the patient's medical notes, by a radiologist that an MRI scan is contraindicated because of the
risk of physical (not psychological) injury to the patient.
Treatment with this drug must cease if there is continuing progression of disability whilst the patient is being treated with this
drug.
For continued treatment the patient must demonstrate compliance with, and an ability to tolerate, this drug.

natalizumab 300 mg/15 mL injection, 15 mL vial
9624M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 983.16 Tysabri [BD]

natalizumab 150 mg/mL injection, 2 x 1 mL syringes
13820J Max.Qty Packs No.ofRpts ~ Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 983.16  Tysabri [BD]

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

Authority required (STREAMLINED)

9523

Multiple sclerosis

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must be diagnosed as clinically definite relapsing-remitting multiple sclerosis by magnetic resonance
imaging of the brain and/or spinal cord; OR

e The condition must be diagnosed as clinically definite relapsing-remitting multiple sclerosis by accompanying written
certification provided by a radiologist that a magnetic resonance imaging scan is contraindicated because of the risk of
physical (not psychological) injury to the patient, AND

e The treatment must be the sole PBS-subsidised disease modifying therapy for this condition, AND

¢ Patient must have experienced at least 2 documented attacks of neurological dysfunction, believed to be due to multiple
sclerosis, in the preceding 2 years of commencing a PBS-subsidised disease modifying therapy for this condition, AND

o Patient must be ambulatory (without assistance or support).

Treatment criteria:

e Must be treated by a neurologist.

Where applicable, the date of the magnetic resonance imaging 