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Fees, Patient Contributions and
Safety Net Thresholds

The following fees, patient contributions and safety net thresholds apply as at 1 December 2021 and are included, where
applicable, in prices published in the Schedule —

Dispensing Fees: Ready-prepared $7.78
Dangerous drug fee $4.82
Extemporaneously-prepared $9.82
Allowable additional patient charge* $4.42
Additional Fees (for safety net prices): Ready-prepared $1.30
Extemporaneously-prepared $1.67
Patient Co-payments: General $41.30
Concessional $6.60
Safety Net Thresholds: General $1497.20
Concessional $316.80
Safety Net Card Issue Fee: $10.34

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

These changes to the Schedule of Pharmaceutical Benefits are effective from 1 December 2021. The Schedule is updated on
the first day of each month and is available on the internet at www.pbs.gov.au.

Prescriber Bag

Deletions
Deletion - Brand
3495Y Ventolin CFC-free, GK — SALBUTAMOL, salbutamol 100 microgram/actuation inhalation, 200 actuations

3496B APO-Salbutamol, TX — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
3496B Salbutamol AN, ED — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
3496B Salbutamol Actavis, EA — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
3497C Salbutamol Actavis, EA — SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules

Deletion — Equivalence Indicator
3495Y Asmol CFC-free, AL — SALBUTAMOL, salbutamol 100 microgram/actuation inhalation, 200 actuations

General Pharmaceutical Benefits

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

12808D FOLLITROPIN ALFA, follitropin alfa 450 units (33 microgram)/0.75 mL injection, 0.75 mL cartridge (Ovaleap)
12778M FOLLITROPIN ALFA, follitropin alfa 900 units (66 microgram)/1.5 mL injection, 1.5 mL cartridge (Ovaleap)

12789D HIGH FAT FORMULA WITH VITAMINS, MINERALS AND TRACE ELEMENTS AND LOW IN PROTEIN AND
CARBOHYDRATE, high fat formula with vitamins, minerals and trace elements and low in protein and
carbohydrate (4:1 ratio medium chain fat to carbohydrate plus protein) oral liquid, 30 x 250 mL cartons (KetoVie
Peptide 4:1)

12790E LANADELUMAB, lanadelumab 300 mg/2 mL injection, 2 mL syringe (Takhzyro)

12785X RIBAVIRIN, ribavirin 200 mg tablet, 100 (Ibavyr)

127647  RIPRETINIB, ripretinib 50 mg tablet, 90 (Qinlock)

12761P TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen)

12762Q TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection)
12767Y TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen)

12768B TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection)
12792G TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices (Actemra ACTPen)

12806B TOCILIZUMAB, tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes (Actemra Subcutaneous Injection)
12773G VENETOCLAX, venetoclax 50 mg tablet, 7 (Venclexta)

12803W  VENETOCLAX, venetoclax 100 mg tablet, 120 (Venclexta)

Addition - Brand
8658Q APO-Ciclosporin, TX — CICLOSPORIN, ciclosporin 25 mg capsule, 30
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8659R APO-Ciclosporin, TX — CICLOSPORIN, ciclosporin 50 mg capsule, 30

8660T APO-Ciclosporin, TX — CICLOSPORIN, ciclosporin 100 mg capsule, 30

1354G DASATINIB-TEVA, TB — DASATINIB, dasatinib 20 mg tablet, 60

1354G TE-DASATINIB, Tl — DASATINIB, dasatinib 20 mg tablet, 60

2478K DASATINIB-TEVA, TB — DASATINIB, dasatinib 20 mg tablet, 60

2478K TE-DASATINIB, Tl — DASATINIB, dasatinib 20 mg tablet, 60

9125G DASATINIB-TEVA, TB — DASATINIB, dasatinib 20 mg tablet, 60

9125G TE-DASATINIB, Tl — DASATINIB, dasatinib 20 mg tablet, 60

1381Q DASATINIB-TEVA, TB — DASATINIB, dasatinib 50 mg tablet, 60

1381Q TE-DASATINIB, Tl — DASATINIB, dasatinib 50 mg tablet, 60

2482P DASATINIB-TEVA, TB — DASATINIB, dasatinib 50 mg tablet, 60

2482P TE-DASATINIB, Tl — DASATINIB, dasatinib 50 mg tablet, 60

9126H DASATINIB-TEVA, TB — DASATINIB, dasatinib 50 mg tablet, 60

9126H TE-DASATINIB, Tl — DASATINIB, dasatinib 50 mg tablet, 60

1415L DASATINIB-TEVA, TB — DASATINIB, dasatinib 70 mg tablet, 60

1415L TE-DASATINIB, Tl — DASATINIB, dasatinib 70 mg tablet, 60

2485T DASATINIB-TEVA, TB — DASATINIB, dasatinib 70 mg tablet, 60

2485T TE-DASATINIB, Tl — DASATINIB, dasatinib 70 mg tablet, 60

9127J DASATINIB-TEVA, TB — DASATINIB, dasatinib 70 mg tablet, 60

9127J TE-DASATINIB, Tl — DASATINIB, dasatinib 70 mg tablet, 60

1416M DASATINIB-TEVA, TB — DASATINIB, dasatinib 100 mg tablet, 30

1416M TE-DASATINIB, Tl — DASATINIB, dasatinib 100 mg tablet, 30

9342Q DASATINIB-TEVA, TB — DASATINIB, dasatinib 100 mg tablet, 30

9342Q TE-DASATINIB, Tl — DASATINIB, dasatinib 100 mg tablet, 30

9343R DASATINIB-TEVA, TB — DASATINIB, dasatinib 100 mg tablet, 30

9343R TE-DASATINIB, Tl — DASATINIB, dasatinib 100 mg tablet, 30

12300J FULVESTRANT ACCORD, OC — FULVESTRANT, fulvestrant 250 mg/5 mL injection, 2 x 5 mL syringes
12559B Hikma, LM — HYDROMORPHONE, hydromorphone hydrochloride 1 mg/mL oral liquid, 473 mL
12582F Hikma, LM — HYDROMORPHONE, hydromorphone hydrochloride 1 mg/mL oral liquid, 473 mL
2387P Methylphenidate XR ARX, XT — METHYLPHENIDATE, methylphenidate hydrochloride 18 mg modified release

tablet, 30

2172H Methylphenidate XR ARX, XT — METHYLPHENIDATE, methylphenidate hydrochloride 27 mg modified release
tablet, 30

2388Q Methylphenidate XR ARX, XT — METHYLPHENIDATE, methylphenidate hydrochloride 36 mg modified release
tablet, 30

2432B Methylphenidate XR ARX, XT — METHYLPHENIDATE, methylphenidate hydrochloride 54 mg modified release
tablet, 30

Addition — Equivalence Indicator

12678G Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
12700K Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
12701L Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
12752E Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
1354G Sprycel, BQ — DASATINIB, dasatinib 20 mg tablet, 60

2478K Sprycel, BQ — DASATINIB, dasatinib 20 mg tablet, 60

9125G Sprycel, BQ — DASATINIB, dasatinib 20 mg tablet, 60
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1381Q Sprycel, BQ — DASATINIB, dasatinib 50 mg tablet, 60

2482P Sprycel, BQ — DASATINIB, dasatinib 50 mg tablet, 60

9126H Sprycel, BQ — DASATINIB, dasatinib 50 mg tablet, 60

1415L Sprycel, BQ — DASATINIB, dasatinib 70 mg tablet, 60

2485T Sprycel, BQ — DASATINIB, dasatinib 70 mg tablet, 60

9127J Sprycel, BQ — DASATINIB, dasatinib 70 mg tablet, 60

1416M Sprycel, BQ — DASATINIB, dasatinib 100 mg tablet, 30

9342Q Sprycel, BQ — DASATINIB, dasatinib 100 mg tablet, 30

9343R Sprycel, BQ — DASATINIB, dasatinib 100 mg tablet, 30

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

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

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

12300J Fulvestrant Sandoz, SZ — FULVESTRANT, fulvestrant 250 mg/5 mL injection, 2 x 5 mL syringes

12559B Hydromorphone hydrochloride oral solution, USP (Medsurge), DZ — HYDROMORPHONE, hydromorphone
hydrochloride 1 mg/mL oral liquid, 473 mL

12582F Hydromorphone hydrochloride oral solution, USP (Medsurge), DZ — HYDROMORPHONE, hydromorphone
hydrochloride 1 mg/mL oral liquid, 473 mL

2387P Concerta, JC — METHYLPHENIDATE, methylphenidate hydrochloride 18 mg modified release tablet, 30

2172H Concerta, JC — METHYLPHENIDATE, methylphenidate hydrochloride 27 mg modified release tablet, 30

2388Q Concerta, JC — METHYLPHENIDATE, methylphenidate hydrochloride 36 mg modified release tablet, 30

2432B Concerta, JC — METHYLPHENIDATE, methylphenidate hydrochloride 54 mg modified release tablet, 30

Deletions

Deletion — Item

12113M

IMIPRAMINE, imipramine hydrochloride 25 mg tablet, 100 (Imipramine (Leading))

Deletion — Brand

1007B
1007B
2019G
2020H
8511Y
8594H
8595J
8596K
2751T
2751T
2752W
2752W
11998L
1884E
3301R
11947T
1889K
3300Q

Aciclovir AN, ED — ACICLOVIR, aciclovir 200 mg tablet, 90

Lovir, EA — ACICLOVIR, aciclovir 200 mg tablet, 90

Novatin, TX — ACITRETIN, acitretin 10 mg capsule, 100

Novatin, TX — ACITRETIN, acitretin 25 mg capsule, 100

Densate 70, DO — ALENDRONATE, alendronate 70 mg tablet, 4
Amisulpride AN, EA — AMISULPRIDE, amisulpride 100 mg tablet, 30
Amisulpride AN, EA — AMISULPRIDE, amisulpride 200 mg tablet, 60
Amisulpride AN, EA — AMISULPRIDE, amisulpride 400 mg tablet, 60
Amlodipine AN, EA — AMLODIPINE, amlodipine 5 mg tablet, 30
Auro-Amlodipine 5, DO — AMLODIPINE, amlodipine 5 mg tablet, 30
Amlodipine AN, EA — AMLODIPINE, amlodipine 10 mg tablet, 30
Auro-Amlodipine 10, DO — AMLODIPINE, amlodipine 10 mg tablet, 30
Amoxycillin AN, EA — AMOXICILLIN, amoxicillin 250 mg capsule, 20
Amoxycillin AN, EA — AMOXICILLIN, amoxicillin 250 mg capsule, 20
Amoxycillin AN, EA — AMOXICILLIN, amoxicillin 250 mg capsule, 20
Amoxycillin AN, EA — AMOXICILLIN, amoxicillin 500 mg capsule, 20
Amoxycillin AN, EA — AMOXICILLIN, amoxicillin 500 mg capsule, 20
Amoxycillin AN, EA — AMOXICILLIN, amoxicillin 500 mg capsule, 20




11941L AMOXICLAV AMNEAL 500/125, ED — AMOXICILLIN + CLAVULANIC ACID, amoxicillin 500 mg + clavulanic acid
125 mg tablet, 10

1891M AMOXICLAV AMNEAL 500/125, ED — AMOXICILLIN + CLAVULANIC ACID, amoxicillin 500 mg + clavulanic acid
125 mg tablet, 10

5008N AMOXICLAV AMNEAL 500/125, ED — AMOXICILLIN + CLAVULANIC ACID, amoxicillin 500 mg + clavulanic acid
125 mg tablet, 10

11933C AMOXICLAV AMNEAL 875/125, ED — AMOXICILLIN + CLAVULANIC ACID, amoxicillin 875 mg + clavulanic acid
125 mg tablet, 10

5006L AMOXICLAV AMNEAL 875/125, ED — AMOXICILLIN + CLAVULANIC ACID, amoxicillin 875 mg + clavulanic acid
125 mg tablet, 10

8254K AMOXICLAV AMNEAL 875/125, ED — AMOXICILLIN + CLAVULANIC ACID, amoxicillin 875 mg + clavulanic acid
125 mg tablet, 10

8717T Aripiprazole AN, EA — ARIPIPRAZOLE, aripiprazole 10 mg tablet, 30
8718W Aripiprazole AN, EA — ARIPIPRAZOLE, aripiprazole 15 mg tablet, 30

8719X Aripiprazole AN, EA — ARIPIPRAZOLE, aripiprazole 20 mg tablet, 30

8720Y Aripiprazole AN, EA — ARIPIPRAZOLE, aripiprazole 30 mg tablet, 30

1081X Atenolol-GA, ED — ATENOLOL, atenolol 50 mg tablet, 30

1081X Tenolten 50, DO — ATENOLOL, atenolol 50 mg tablet, 30

9092M Atomoxetine Amneal, EA — ATOMOXETINE, atomoxetine 10 mg capsule, 28
9093N Atomoxetine Amneal, EA — ATOMOXETINE, atomoxetine 18 mg capsule, 28
9094P Atomoxetine Amneal, EA — ATOMOXETINE, atomoxetine 25 mg capsule, 28
9095Q Atomoxetine Amneal, EA — ATOMOXETINE, atomoxetine 40 mg capsule, 28
9096R Atomoxetine Amneal, EA — ATOMOXETINE, atomoxetine 60 mg capsule, 28
9289X Atomoxetine Amneal, EA — ATOMOXETINE, atomoxetine 80 mg capsule, 28
9290Y Atomoxetine Amneal, EA — ATOMOXETINE, atomoxetine 100 mg capsule, 28
8213G Atorvastatin Amneal, EF — ATORVASTATIN, atorvastatin 10 mg tablet, 30
9230T Atorvastatin Amneal, EF — ATORVASTATIN, atorvastatin 10 mg tablet, 30
8214H Atorvastatin Amneal, EF — ATORVASTATIN, atorvastatin 20 mg tablet, 30
9231W Atorvastatin Amneal, EF — ATORVASTATIN, atorvastatin 20 mg tablet, 30

8215J Atorvastatin Amneal, EF — ATORVASTATIN, atorvastatin 40 mg tablet, 30
9232X Atorvastatin Amneal, EF — ATORVASTATIN, atorvastatin 40 mg tablet, 30
8521L Atorvastatin Amneal, EF — ATORVASTATIN, atorvastatin 80 mg tablet, 30

9233Y Atorvastatin Amneal, EF — ATORVASTATIN, atorvastatin 80 mg tablet, 30
2687K Azathioprine AN, EA — AZATHIOPRINE, azathioprine 50 mg tablet, 100
5551E APO-Bimatoprost, TX — BIMATOPROST, bimatoprost 0.03% eye drops, 3 mL
8620Q APO-Bimatoprost, TX — BIMATOPROST, bimatoprost 0.03% eye drops, 3 mL
8604W Beprol 2.5, DO — BISOPROLOL, bisoprolol fumarate 2.5 mg tablet, 28

8604W Bisoprolol AN, EA — BISOPROLOL, bisoprolol fumarate 2.5 mg tablet, 28
8605X Beprol 5, DO — BISOPROLOL, bisoprolol fumarate 5 mg tablet, 28

8605X Bisoprolol AN, EA — BISOPROLOL, bisoprolol fumarate 5 mg tablet, 28
8606Y Beprol 10, DO — BISOPROLOL, bisoprolol fumarate 10 mg tablet, 28

8606Y Bisoprolol AN, EA — BISOPROLOL, bisoprolol fumarate 10 mg tablet, 28
8114C APO-Cabergoline, TX — CABERGOLINE, cabergoline 500 microgram tablet, 8
8115D APO-Cabergoline, TX — CABERGOLINE, cabergoline 500 microgram tablet, 2
8295N Candesartan AN, EA — CANDESARTAN, candesartan cilexetil 4 mg tablet, 30
8296P Candesartan AN, EA — CANDESARTAN, candesartan cilexetil 8 mg tablet, 30
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8297Q
8889W
8504N

8504N

9314F

9314F

9315G

9315G

8255L
8256M
8257N
8258P
11963P
2655R
3058Y
3317N
10778G
11934D
3119E
3318P
8439E
8440F
1209P
1209P
1210Q
1210Q
87028
8220P
8703C
8318T
2275R
8358X
9317J
9354H
9296G

1269T
1270W
8019C
12993
5076E

Candesartan AN, EA — CANDESARTAN, candesartan cilexetil 16 mg tablet, 30
Candesartan AN, EA — CANDESARTAN, candesartan cilexetil 32 mg tablet, 30

Asartan HCT 16/12.5, DO — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil 16 mg +
hydrochlorothiazide 12.5 mg tablet, 30

Candesartan HCTZ AN 16/12.5, EA — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil 16 mg
+ hydrochlorothiazide 12.5 mg tablet, 30

Asartan HCT 32/12.5, DO — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil 32 mg +
hydrochlorothiazide 12.5 mg tablet, 30

Candesartan HCTZ AN 32/12.5, EA — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil 32 mg
+ hydrochlorothiazide 12.5 mg tablet, 30

Asartan HCT 32/25, DO — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil 32 mg +
hydrochlorothiazide 25 mg tablet, 30

Candesartan HCTZ AN 32/25, EA — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil 32 mg +
hydrochlorothiazide 25 mg tablet, 30

Carvedilol AN, EA — CARVEDILOL, carvedilol 3.125 mg tablet, 30
Carvedilol AN, EA — CARVEDILOL, carvedilol 6.25 mg tablet, 60
Carvedilol AN, EA — CARVEDILOL, carvedilol 12.5 mg tablet, 60
Carvedilol AN, EA — CARVEDILOL, carvedilol 25 mg tablet, 60
Cephalexin AN, EA — CEFALEXIN, cefalexin 250 mg capsule, 20
Cephalexin AN, EA — CEFALEXIN, cefalexin 250 mg capsule, 20
Cephalexin AN, EA — CEFALEXIN, cefalexin 250 mg capsule, 20
Cephalexin AN, EA — CEFALEXIN, cefalexin 250 mg capsule, 20
Cephalexin AN, EA — CEFALEXIN, cefalexin 500 mg capsule, 20
Cephalexin AN, EA — CEFALEXIN, cefalexin 500 mg capsule, 20
Cephalexin AN, EA — CEFALEXIN, cefalexin 500 mg capsule, 20
Cephalexin AN, EA — CEFALEXIN, cefalexin 500 mg capsule, 20
Celecoxib AN, EA — CELECOXIB, celecoxib 100 mg capsule, 60
Celecoxib AN, EA — CELECOXIB, celecoxib 200 mg capsule, 30
Ciprofloxacin AN, EA — CIPROFLOXACIN, ciprofloxacin 500 mg tablet, 14
Loxip 500, DO — CIPROFLOXACIN, ciprofloxacin 500 mg tablet, 14
Ciprofloxacin AN, EA — CIPROFLOXACIN, ciprofloxacin 750 mg tablet, 14
Loxip 750, DO — CIPROFLOXACIN, ciprofloxacin 750 mg tablet, 14
Citalopram Actavis, EA — CITALOPRAM, citalopram 10 mg tablet, 28
Citalopram Actavis, ED — CITALOPRAM, citalopram 20 mg tablet, 28
Citalopram Actavis, ED — CITALOPRAM, citalopram 40 mg tablet, 28
Clarac, ED — CLARITHROMYCIN, clarithromycin 250 mg tablet, 14
Clopidogrel-GA, EA — CLOPIDOGREL, clopidogrel 75 mg tablet, 28
Clopidogrel AN, EA — CLOPIDOGREL, clopidogrel 75 mg tablet, 28
Clopidogrel AN, EA — CLOPIDOGREL, clopidogrel 75 mg tablet, 28
Clopidogrel-GA, EA — CLOPIDOGREL, clopidogrel 75 mg tablet, 28

Clopidogrel/Aspirin Actavis 75/100, EA — CLOPIDOGREL + ASPIRIN, clopidogrel 75 mg + aspirin 100 mg tablet,
30

Cyproterone AN, EA — CYPROTERONE, cyproterone acetate 50 mg tablet, 20
Cyproterone AN, EA — CYPROTERONE, cyproterone acetate 50 mg tablet, 50
Cyproterone AN, EA — CYPROTERONE, cyproterone acetate 100 mg tablet, 50
Diclofenac Amneal, ED — DICLOFENAC, diclofenac sodium 25 mg enteric tablet, 50
Diclofenac Amneal, ED — DICLOFENAC, diclofenac sodium 25 mg enteric tablet, 50




1300K
5077F
119221
2532G
8495D
11924N
2479L
8496E
5541P
8488R
5542Q

8567X

2715X
2711Q
10176N
10779H
2702F
2709N
2714W
3321T
9155W
9156X
1370D
1368B
1369C
8879H
8880J
8700X
8701Y
10295W
10343J
11687D
12275C
10330Q
10331R
12290W
8092X
8092X
2274Q
8002E
8002E
8217L
8217L

Diclofenac Amneal, ED — DICLOFENAC, diclofenac sodium 50 mg enteric tablet, 50
Diclofenac Amneal, ED — DICLOFENAC, diclofenac sodium 50 mg enteric tablet, 50
Donepezil AN, EA — DONEPEZIL, donepezil hydrochloride 5 mg tablet, 28
Donepezil AN, EA — DONEPEZIL, donepezil hydrochloride 5 mg tablet, 28
Donepezil AN, EA — DONEPEZIL, donepezil hydrochloride 5 mg tablet, 28
Donepezil AN, EA — DONEPEZIL, donepezil hydrochloride 10 mg tablet, 28
Donepezil AN, EA — DONEPEZIL, donepezil hydrochloride 10 mg tablet, 28
Donepezil AN, EA — DONEPEZIL, donepezil hydrochloride 10 mg tablet, 28
APO-Dorzolamide, TX — DORZOLAMIDE, dorzolamide 2% eye drops, 5 mL
APO-Dorzolamide, TX — DORZOLAMIDE, dorzolamide 2% eye drops, 5 mL

APO-Dorzolamide/Timolol 20/5, TX — DORZOLAMIDE + TIMOLOL, dorzolamide 2% + timolol 0.5% eye drops, 5
mL

APO-Dorzolamide/Timolol 20/5, TX — DORZOLAMIDE + TIMOLOL, dorzolamide 2% + timolol 0.5% eye drops, 5
mL

Doryx, YN — DOXYCYCLINE, doxycycline 100 mg modified release capsule, 21

Doxycycline AN, EA — DOXYCYCLINE, doxycycline 50 mg tablet, 25

Doxycycline AN, EA — DOXYCYCLINE, doxycycline 100 mg tablet, 21

Doxycycline AN, EA — DOXYCYCLINE, doxycycline 100 mg tablet, 7

Doxycycline AN, EA — DOXYCYCLINE, doxycycline 100 mg tablet, 7

Doxycycline AN, EA — DOXYCYCLINE, doxycycline 100 mg tablet, 7

Doxycycline AN, EA — DOXYCYCLINE, doxycycline 100 mg tablet, 7

Doxycycline AN, EA — DOXYCYCLINE, doxycycline 100 mg tablet, 7

Duloxetine AN, EA — DULOXETINE, duloxetine 30 mg enteric capsule, 28

Duloxetine AN, EA — DULOXETINE, duloxetine 60 mg enteric capsule, 28

Enalapril Actavis, ED — ENALAPRIL, enalapril maleate 5 mg tablet, 30

Enalapril Actavis, ED — ENALAPRIL, enalapril maleate 10 mg tablet, 30

Enalapril Actavis, ED — ENALAPRIL, enalapril maleate 20 mg tablet, 30

Eplerenone AN, EA — EPLERENONE, eplerenone 25 mg tablet, 30

Eplerenone AN, EA — EPLERENONE, eplerenone 50 mg tablet, 30

Escitalopram AN, EA — ESCITALOPRAM, escitalopram 10 mg tablet, 28

Escitalopram AN, EA — ESCITALOPRAM, escitalopram 20 mg tablet, 28

Esomeprazole ACTAVIS, EA — ESOMEPRAZOLE, esomeprazole 20 mg enteric capsule, 30
Esomeprazole ACTAVIS, EA — ESOMEPRAZOLE, esomeprazole 20 mg enteric capsule, 30
Esomeprazole ACTAVIS, EA — ESOMEPRAZOLE, esomeprazole 20 mg enteric capsule, 30
Esomeprazole ACTAVIS, EA — ESOMEPRAZOLE, esomeprazole 20 mg enteric capsule, 30
Esomeprazole ACTAVIS, EA — ESOMEPRAZOLE, esomeprazole 40 mg enteric capsule, 30
Esomeprazole ACTAVIS, EA — ESOMEPRAZOLE, esomeprazole 40 mg enteric capsule, 30
Esomeprazole ACTAVIS, EA — ESOMEPRAZOLE, esomeprazole 40 mg enteric capsule, 30
Auro-Famciclovir 125, DO — FAMCICLOVIR, famciclovir 125 mg tablet, 40

Famciclovir AN, EA — FAMCICLOVIR, famciclovir 125 mg tablet, 40

Famciclovir AN, EA — FAMCICLOVIR, famciclovir 250 mg tablet, 20

Auro-Famciclovir 250, DO — FAMCICLOVIR, famciclovir 250 mg tablet, 21

Famciclovir AN, EA — FAMCICLOVIR, famciclovir 250 mg tablet, 21

Auro-Famciclovir 250, DO — FAMCICLOVIR, famciclovir 250 mg tablet, 56

Famciclovir AN, EA — FAMCICLOVIR, famciclovir 250 mg tablet, 56
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8217L
8896F
8896F
8897G
8897G
2487X
2487X
2488Y
2488Y
5437E
5438F
5439G
5440H
54413

1434L
1434L
8512B
8512B
8174F
8174F
8401E

1834M
1835N
8389M
11917F
2463P
8770N
11918G
2537M
8771P
11899G
2531F
8772Q
8450R
8451T
8533D
8452W
12003R
1512N
8532C
2436F
8246B
8247C

Famciclovir-GA, ED — FAMCICLOVIR, famciclovir 250 mg tablet, 56
Auro-Famciclovir 500, DO — FAMCICLOVIR, famciclovir 500 mg tablet, 56
Famciclovir AN, EA — FAMCICLOVIR, famciclovir 500 mg tablet, 56
Auro-Famciclovir 500, DO — FAMCICLOVIR, famciclovir 500 mg tablet, 30
Famciclovir AN, EA — FAMCICLOVIR, famciclovir 500 mg tablet, 30

Famotidine AN, EA — FAMOTIDINE, famotidine 20 mg tablet, 60

GenRx Famotidine, GX — FAMOTIDINE, famotidine 20 mg tablet, 60
Famotidine AN, EA — FAMOTIDINE, famotidine 40 mg tablet, 30

GenRx Famotidine, GX — FAMOTIDINE, famotidine 40 mg tablet, 30

Dutran 12, EA — FENTANYL, fentanyl 12 microgram/hour patch, 5

Dutran 25, EA — FENTANYL, fentanyl 25 microgram/hour patch, 5

Dutran 50, EA — FENTANYL, fentanyl 50 microgram/hour patch, 5

Dutran 75, EA — FENTANYL, fentanyl 75 microgram/hour patch, 5

Dutran 100, EA — FENTANYL, fentanyl 100 microgram/hour patch, 5

Fluoxetine AN, EA — FLUOXETINE, fluoxetine 20 mg capsule, 28
Fluoxetine-GA, ED — FLUOXETINE, fluoxetine 20 mg capsule, 28

Fluvoxamine AN, ED — FLUVOXAMINE, fluvoxamine maleate 50 mg tablet, 30
Fluvoxamine GA, EA — FLUVOXAMINE, fluvoxamine maleate 50 mg tablet, 30
Fluvoxamine AN, ED — FLUVOXAMINE, fluvoxamine maleate 100 mg tablet, 30
Fluvoxamine GA, EA — FLUVOXAMINE, fluvoxamine maleate 100 mg tablet, 30

Fosinopril/HCT Actavis 20/12.5, EA — FOSINOPRIL + HYDROCHLOROTHIAZIDE, fosinopril sodium 20 mg +
hydrochlorothiazide 12.5 mg tablet, 30

Gabapentin AN, EA — GABAPENTIN, gabapentin 300 mg capsule, 100

Gabapentin AN, EA — GABAPENTIN, gabapentin 400 mg capsule, 100

Gabapentin AN, EA — GABAPENTIN, gabapentin 800 mg tablet, 100

Galantamine AN SR, EA — GALANTAMINE, galantamine 8 mg modified release capsule, 28
Galantamine AN SR, EA — GALANTAMINE, galantamine 8 mg modified release capsule, 28
Galantamine AN SR, EA — GALANTAMINE, galantamine 8 mg modified release capsule, 28
Galantamine AN SR, EA — GALANTAMINE, galantamine 16 mg modified release capsule, 28
Galantamine AN SR, EA — GALANTAMINE, galantamine 16 mg modified release capsule, 28
Galantamine AN SR, EA — GALANTAMINE, galantamine 16 mg modified release capsule, 28
Galantamine AN SR, EA — GALANTAMINE, galantamine 24 mg modified release capsule, 28
Galantamine AN SR, EA — GALANTAMINE, galantamine 24 mg modified release capsule, 28
Galantamine AN SR, EA — GALANTAMINE, galantamine 24 mg modified release capsule, 28
Glimepiride AN, EA — GLIMEPIRIDE, glimepiride 1 mg tablet, 30

Glimepiride AN, EA — GLIMEPIRIDE, glimepiride 2 mg tablet, 30

Glimepiride AN, EA — GLIMEPIRIDE, glimepiride 3 mg tablet, 30

Glimepiride AN, EA — GLIMEPIRIDE, glimepiride 4 mg tablet, 30

Hydroxychloroquine AN, EA — HYDROXYCHLOROQUINE, hydroxychloroquine sulfate 200 mg tablet, 100
Hydroxychloroquine AN, EA — HYDROXYCHLOROQUINE, hydroxychloroquine sulfate 200 mg tablet, 100
INDAPAMIDE AN SR, EA — INDAPAMIDE, indapamide hemihydrate 1.5 mg modified release tablet, 90
Indapamide AN, EA — INDAPAMIDE, indapamide hemihydrate 2.5 mg tablet, 90

Irbesartan Actavis 75, ED — IRBESARTAN, irbesartan 75 mg tablet, 30

Irbesartan AMNEAL, EF — IRBESARTAN, irbesartan 150 mg tablet, 30




8247C
8247C
8248D
8248D
8404H

8404H

8405J

8405J

2136K

2136K

2591J
2592K
2848X
2849Y
2850B
2851C
5552F
8243W
8374R
8375T
8534E
8679T
8654L
8654L
8655M
8655M
8656N
8656N
2456G
2456G
2457H
2457H
2458J
24583
8612G

8561N
8561N
8561N
8562P

Irbesartan AN, EA — IRBESARTAN, irbesartan 150 mg tablet, 30
Irbesartan Actavis 150, ED — IRBESARTAN, irbesartan 150 mg tablet, 30
Irbesartan AMNEAL, EF — IRBESARTAN, irbesartan 300 mg tablet, 30
Irbesartan Actavis 300, ED — IRBESARTAN, irbesartan 300 mg tablet, 30

Irbesartan HCT Actavis 150/12.5, ED — IRBESARTAN + HYDROCHLOROTHIAZIDE, irbesartan 150 mg +
hydrochlorothiazide 12.5 mg tablet, 30

Irbesartan HCTZ AMNEAL, EF — IRBESARTAN + HYDROCHLOROTHIAZIDE, irbesartan 150 mg +
hydrochlorothiazide 12.5 mg tablet, 30

Irbesartan HCT Actavis 300/12.5, ED — IRBESARTAN + HYDROCHLOROTHIAZIDE, irbesartan 300 mg +
hydrochlorothiazide 12.5 mg tablet, 30

Irbesartan HCTZ AMNEAL, EF — IRBESARTAN + HYDROCHLOROTHIAZIDE, irbesartan 300 mg +
hydrochlorothiazide 12.5 mg tablet, 30

Irbesartan HCT Actavis 300/25, ED — IRBESARTAN + HYDROCHLOROTHIAZIDE, irbesartan 300 mg +
hydrochlorothiazide 25 mg tablet, 30

Irbesartan HCTZ AMNEAL, EF — IRBESARTAN + HYDROCHLOROTHIAZIDE, irbesartan 300 mg +
hydrochlorothiazide 25 mg tablet, 30

Isotretinoin AN, EA — ISOTRETINOIN, isotretinoin 10 mg capsule, 60
Isotretinoin AN, EA — ISOTRETINOIN, isotretinoin 20 mg capsule, 60
Lamotrigine AN, EA — LAMOTRIGINE, lamotrigine 25 mg tablet, 56
Lamotrigine AN, EA — LAMOTRIGINE, lamotrigine 50 mg tablet, 56
Lamotrigine AN, EA — LAMOTRIGINE, lamotrigine 100 mg tablet, 56
Lamotrigine AN, EA — LAMOTRIGINE, lamotrigine 200 mg tablet, 56
Latanoprost Actavis, EA — LATANOPROST, latanoprost 0.005% eye drops, 2.5 mL
Latanoprost Actavis, EA — LATANOPROST, latanoprost 0.005% eye drops, 2.5 mL
Leflunomide AN, EA — LEFLUNOMIDE, leflunomide 10 mg tablet, 30
Leflunomide AN, EA — LEFLUNOMIDE, leflunomide 20 mg tablet, 30
Lercadip, EA — LERCANIDIPINE, lercanidipine hydrochloride 10 mg tablet, 28
Lercadip, EA — LERCANIDIPINE, lercanidipine hydrochloride 20 mg tablet, 28
Kerron 250, DO — LEVETIRACETAM, levetiracetam 250 mg tablet, 60
Levetiracetam AN, EA — LEVETIRACETAM, levetiracetam 250 mg tablet, 60
Kerron 500, DO — LEVETIRACETAM, levetiracetam 500 mg tablet, 60
Levetiracetam AN, EA — LEVETIRACETAM, levetiracetam 500 mg tablet, 60
Kerron 1000, DO — LEVETIRACETAM, levetiracetam 1 g tablet, 60
Levetiracetam AN, EA — LEVETIRACETAM, levetiracetam 1 g tablet, 60
Auro-Lisinopril 5, DO — LISINOPRIL, lisinopril 5 mg tablet, 30

Lisinopril AN, EA — LISINOPRIL, lisinopril 5 mg tablet, 30

Auro-Lisinopril 10, DO — LISINOPRIL, lisinopril 10 mg tablet, 30

Lisinopril AN, EA — LISINOPRIL, lisinopril 10 mg tablet, 30

Auro-Lisinopril 20, DO — LISINOPRIL, lisinopril 20 mg tablet, 30

Lisinopril AN, EA — LISINOPRIL, lisinopril 20 mg tablet, 30

LaxaCon, EA — MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE + POTASSIUM CHLORIDE,
macrogol-3350 13.125 g + sodium chloride 350.7 mg + sodium bicarbonate 178.5 mg + potassium chloride 46.6 mg
powder for oral liquid, 30 sachets

Meloxiauro 7.5, DO — MELOXICAM, meloxicam 7.5 mg tablet, 30
Meloxicam AN, EA — MELOXICAM, meloxicam 7.5 mg tablet, 30
Meloxicam-GA, ED — MELOXICAM, meloxicam 7.5 mg tablet, 30
Meloxiauro 15, DO — MELOXICAM, meloxicam 15 mg tablet, 30
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8562P Meloxicam AN, EA — MELOXICAM, meloxicam 15 mg tablet, 30

8562P Meloxicam-GA, ED — MELOXICAM, meloxicam 15 mg tablet, 30

1207M Metoclopramide AN, EA — METOCLOPRAMIDE, metoclopramide hydrochloride 10 mg tablet, 25
5151D Metoclopramide AN, EA — METOCLOPRAMIDE, metoclopramide hydrochloride 10 mg tablet, 25
1324Q Metoprolol AN, EA — METOPROLOL TARTRATE, METOPROLOL TARTRATE Tablet 50 mg, 100
1325R Metoprolol AN, EA — METOPROLOL TARTRATE, METOPROLOL TARTRATE Tablet 100 mg, 60
8855C Milivin OD 15, DO — MIRTAZAPINE, mirtazapine 15 mg orally disintegrating tablet, 30

9365X Mirtazapine AN, EA — MIRTAZAPINE, mirtazapine 15 mg tablet, 30

8513C Mirtazapine AN, EA — MIRTAZAPINE, mirtazapine 30 mg tablet, 30

8856D Milivin OD 30, DO — MIRTAZAPINE, mirtazapine 30 mg orally disintegrating tablet, 30

8857E Milivin OD 45, DO — MIRTAZAPINE, mirtazapine 45 mg orally disintegrating tablet, 30

8883M Mirtazapine AN, EA — MIRTAZAPINE, mirtazapine 45 mg tablet, 30

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

8627C Auro-Montelukast Tabs 4, DO — MONTELUKAST, montelukast 4 mg chewable tablet, 28

8627C Montelukast AN, EA — MONTELUKAST, montelukast 4 mg chewable tablet, 28

8628D Auro-Montelukast Tabs 5, DO — MONTELUKAST, montelukast 5 mg chewable tablet, 28

8628D Montelukast AN, EA — MONTELUKAST, montelukast 5 mg chewable tablet, 28

1653B Morphine MR AN, EA — MORPHINE, morphine sulfate pentahydrate 10 mg modified release tablet, 28
1654C Morphine MR AN, EA — MORPHINE, morphine sulfate pentahydrate 30 mg modified release tablet, 28
1655D Morphine MR AN, EA — MORPHINE, morphine sulfate pentahydrate 60 mg modified release tablet, 28
1656E Morphine MR AN, EA — MORPHINE, morphine sulfate pentahydrate 100 mg modified release tablet, 28
8650G Mycophenolate AN, EA — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50

8170B Olanzapine AN, EA — OLANZAPINE, olanzapine 2.5 mg tablet, 28

3381Y Olanzapine AN ODT, EA — OLANZAPINE, olanzapine 5 mg orally disintegrating tablet, 28

8185T Olanzapine AN, EA — OLANZAPINE, olanzapine 5 mg tablet, 28

8186W Olanzapine AN, EA — OLANZAPINE, olanzapine 7.5 mg tablet, 28

3382B Olanzapine AN ODT, EA — OLANZAPINE, olanzapine 10 mg orally disintegrating tablet, 28

8187X Olanzapine AN, EA — OLANZAPINE, olanzapine 10 mg tablet, 28

3384D Olanzapine AN ODT, EA — OLANZAPINE, olanzapine 15 mg orally disintegrating tablet, 28

3385E Olanzapine AN ODT, EA — OLANZAPINE, olanzapine 20 mg orally disintegrating tablet, 28

2147B Olmesartan AN, EA — OLMESARTAN, olmesartan medoxomil 20 mg tablet, 30

2148C Olmesartan AN, EA — OLMESARTAN, olmesartan medoxomil 40 mg tablet, 30

2161R Olmesartan HCT AN 20/12.5, EA — OLMESARTAN MEDOXOMIL + HYDROCHLOROTHIAZIDE, olmesartan
medoxomil 20 mg + hydrochlorothiazide 12.5 mg tablet, 30

2166B Olmesartan HCT AN 40/12.5, EA - OLMESARTAN MEDOXOMIL + HYDROCHLOROTHIAZIDE, olmesartan
medoxomil 40 mg + hydrochlorothiazide 12.5 mg tablet, 30

2170F Olmesartan HCT AN 40/25, EA - OLMESARTAN MEDOXOMIL + HYDROCHLOROTHIAZIDE, olmesartan
medoxomil 40 mg + hydrochlorothiazide 25 mg tablet, 30

11683X Omeprazole AN, EA — OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30

12272X Omeprazole AN, EA - OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30

8331L Omeprazole AN, EA — OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30

8333N Omeprazole AN, EA — OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30

5472B Zilfojim ODT 4, DO — ONDANSETRON, ondansetron 4 mg orally disintegrating tablet, 10
5473C Zilfojim ODT 8, DO — ONDANSETRON, ondansetron 8 mg orally disintegrating tablet, 10
8399C Pantoprazole AN, EA — PANTOPRAZOLE, pantoprazole 20 mg enteric tablet, 30




11681T Pantoprazole Actavis, ED — PANTOPRAZOLE, pantoprazole 40 mg enteric tablet, 30
12277E Pantoprazole Actavis, ED — PANTOPRAZOLE, pantoprazole 40 mg enteric tablet, 30
8007K Pantoprazole Actavis, ED — PANTOPRAZOLE, pantoprazole 40 mg enteric tablet, 30
8008L Pantoprazole Actavis, ED — PANTOPRAZOLE, pantoprazole 40 mg enteric tablet, 30
2242B Roxet 20, DO — PAROXETINE, paroxetine 20 mg tablet, 30

3050M Perindopril AN, EF — PERINDOPRIL, perindopril erbumine 2 mg tablet, 30

3050M Perindopril Actavis 2, EA — PERINDOPRIL, perindopril erbumine 2 mg tablet, 30
3051N Perindopril AN, EF — PERINDOPRIL, perindopril erbumine 4 mg tablet, 30

3051N Perindopril Actavis 4, ED — PERINDOPRIL, perindopril erbumine 4 mg tablet, 30
8704D Perindopril AN, EF — PERINDOPRIL, perindopril erbumine 8 mg tablet, 30

8704D Perindopril Actavis 8, ED — PERINDOPRIL, perindopril erbumine 8 mg tablet, 30

8449Q Perindopril Combi Actavis 4/1.25, ED — PERINDOPRIL + INDAPAMIDE, perindopril erbumine 4 mg + indapamide
hemihydrate 1.25 mg tablet, 30

8449Q Perindopril and Indapamide AN 4/1.25, EF — PERINDOPRIL + INDAPAMIDE, perindopril erbumine 4 mg +
indapamide hemihydrate 1.25 mg tablet, 30

8694N Pioglitazone AN, EA — PIOGLITAZONE, pioglitazone 15 mg tablet, 28

8695P Pioglitazone AN, EA — PIOGLITAZONE, pioglitazone 30 mg tablet, 28

8696Q Pioglitazone AN, EA — PIOGLITAZONE, pioglitazone 45 mg tablet, 28

9151P Pramipexole AN, EA — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 125 microgram tablet, 30
9152Q Pramipexole AN, EA — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 250 microgram tablet, 100
9153R Pramipexole AN, EA — PRAMIPEXOLE, pramipexole dihydrochloride monohydrate 1 mg tablet, 100
2833D Pravastatin AN, EA — PRAVASTATIN, pravastatin sodium 10 mg tablet, 30

9237E Pravastatin AN, EA — PRAVASTATIN, pravastatin sodium 10 mg tablet, 30

2834E Pravastatin AN, EA — PRAVASTATIN, pravastatin sodium 20 mg tablet, 30

9238F Pravastatin AN, EA — PRAVASTATIN, pravastatin sodium 20 mg tablet, 30

8197K Pravastatin AN, EA — PRAVASTATIN, pravastatin sodium 40 mg tablet, 30

9239G Pravastatin AN, EA — PRAVASTATIN, pravastatin sodium 40 mg tablet, 30

8829Q Pravastatin AN, EA — PRAVASTATIN, pravastatin sodium 80 mg tablet, 30

9240H Pravastatin AN, EA — PRAVASTATIN, pravastatin sodium 80 mg tablet, 30

2348N Pregabalin AMNEAL, EA — PREGABALIN, pregabalin 25 mg capsule, 56

2335X Pregabalin AMNEAL, EA — PREGABALIN, pregabalin 75 mg capsule, 56

2355Y Pregabalin AMNEAL, EA — PREGABALIN, pregabalin 150 mg capsule, 56

2363J Pregabalin AMNEAL, EA — PREGABALIN, pregabalin 300 mg capsule, 56

2893G Prochlorperazine AN, EA — PROCHLORPERAZINE, prochlorperazine maleate 5 mg tablet, 25
5205Y Prochlorperazine AN, EA — PROCHLORPERAZINE, prochlorperazine maleate 5 mg tablet, 25
8456C Quetiapine AN, EA — QUETIAPINE, quetiapine 25 mg tablet, 60

8457D Quetiapine Actavis 100, ED — QUETIAPINE, quetiapine 100 mg tablet, 90

8458E Quetiapine AN, EA — QUETIAPINE, quetiapine 200 mg tablet, 60

8458E Quetiapine Actavis 200, ED — QUETIAPINE, quetiapine 200 mg tablet, 60

8580N Quetiapine Actavis 300, ED — QUETIAPINE, quetiapine 300 mg tablet, 60

8507R Rabeprazole AN, EA — RABEPRAZOLE, rabeprazole sodium 10 mg enteric tablet, 28

11670F Rabeprazole AN, EA — RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30

12286P Rabeprazole AN, EA — RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30

8508T Rabeprazole AN, EA — RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30

8509W Rabeprazole AN, EA — RABEPRAZOLE, rabeprazole sodium 20 mg enteric tablet, 30
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8363E
8363E
8470T
1945J
1946K
1316G
1978D
8621R
11869Q
11881H
8787L
8869T
11877D
11879F
3169T
8789N
3170W
9079W
3171X
3172Y
2590H
2590H
2606E
2606E
2584B
2584B
2628H
2628H
2574L
2574L
2609H
2609H
2594M
2594M
2636R
2636R
12001P
12001P
1760P
1760P
5260W
5260W
11993F
11993F

Raloxifene AMNEAL, ED — RALOXIFENE, raloxifene hydrochloride 60 mg tablet, 28
Raloxifene AN, EA — RALOXIFENE, raloxifene hydrochloride 60 mg tablet, 28
Ramipril AN, EA — RAMIPRIL, ramipril 10 mg capsule, 30

Ramipril AN, EA — RAMIPRIL, ramipril 2.5 mg tablet, 30

Ramipril AN, EA — RAMIPRIL, ramipril 5 mg tablet, 30

Ramipril AN, EA — RAMIPRIL, ramipril 10 mg tablet, 30

Ranitidine AN, EA — RANITIDINE, ranitidine 150 mg tablet, 60

Risedronate AN, EA — RISEDRONATE, risedronate sodium 35 mg tablet, 4
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 500 microgram tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 500 microgram tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 500 microgram tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 500 microgram tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 1 mg tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 1 mg tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 1 mg tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 1 mg tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 2 mg tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 2 mg tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 3 mg tablet, 60
Risperidone AMNEAL, EF — RISPERIDONE, risperidone 4 mg tablet, 60

Rostor 5, DO — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

Rosuvastatin AMNEAL, EF — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30
Rostor 5, DO — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

Rosuvastatin AMNEAL, EF — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30
Rostor 10, DO — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30

Rosuvastatin AMNEAL, EF — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30
Rostor 10, DO — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30

Rosuvastatin AMNEAL, EF — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30
Rostor 20, DO — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30

Rosuvastatin AMNEAL, EF — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30
Rostor 20, DO — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30

Rosuvastatin AMNEAL, EF — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30
Rostor 40, DO — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30

Rosuvastatin AMNEAL, EF — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30
Rostor 40, DO — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30

Rosuvastatin AMNEAL, EF — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30
Roxithromycin AN, EA — ROXITHROMYCIN, roxithromycin 150 mg tablet, 10
Roxithromycin-GA, ED — ROXITHROMYCIN, roxithromycin 150 mg tablet, 10
Roxithromycin AN, EA — ROXITHROMYCIN, roxithromycin 150 mg tablet, 10
Roxithromycin-GA, ED — ROXITHROMYCIN, roxithromycin 150 mg tablet, 10
Roxithromycin AN, EA — ROXITHROMYCIN, roxithromycin 150 mg tablet, 10
Roxithromycin-GA, ED — ROXITHROMYCIN, roxithromycin 150 mg tablet, 10
Roxithromycin AN, EA — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5
Roxithromycin-GA, ED — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5
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5261X Roxithromycin AN, EA — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

5261X Roxithromycin-GA, ED — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

8016X Roxithromycin AN, EA — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

8016X Roxithromycin-GA, ED — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

8288F Ventolin CFC-free, GK — SALBUTAMOL, salbutamol 100 microgram/actuation inhalation, 200 actuations
2000G APO-Salbutamol, TX — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
2000G Salbutamol AN, ED — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
2000G Salbutamol Actavis, EA — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
2001H Salbutamol Actavis, EA — SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
2236Q Auro-Sertraline 50, DO — SERTRALINE, sertraline 50 mg tablet, 30

8836C Auro-Sertraline 50, DO — SERTRALINE, sertraline 50 mg tablet, 30

2237R Auro-Sertraline 100, DO — SERTRALINE, sertraline 100 mg tablet, 30

8837D Auro-Sertraline 100, DO — SERTRALINE, sertraline 100 mg tablet, 30

2011W Simvastatin AN, EA — SIMVASTATIN, simvastatin 10 mg tablet, 30

9242K Simvastatin AN, EA — SIMVASTATIN, simvastatin 10 mg tablet, 30

2012X Simvastatin AN, EA — SIMVASTATIN, simvastatin 20 mg tablet, 30

9243L Simvastatin AN, EA — SIMVASTATIN, simvastatin 20 mg tablet, 30

8173E Simvastatin AN, EA — SIMVASTATIN, simvastatin 40 mg tablet, 30

9244M Simvastatin AN, EA — SIMVASTATIN, simvastatin 40 mg tablet, 30

8313M Simvastatin AN, EA — SIMVASTATIN, simvastatin 80 mg tablet, 30

9245N Simvastatin AN, EA — SIMVASTATIN, simvastatin 80 mg tablet, 30

1849H Sumatriptan AN, EA — SUMATRIPTAN, sumatriptan 50 mg tablet, 4

8355R Telmisartan AN, EA — TELMISARTAN, telmisartan 40 mg tablet, 28

8356T Telmisartan AN, EA — TELMISARTAN, telmisartan 80 mg tablet, 28

8622T Telmisartan HCTZ AN 40/12.5, EA — TELMISARTAN + HYDROCHLOROTHIAZIDE, telmisartan 40 mg +
hydrochlorothiazide 12.5 mg tablet, 28

8623W Telmisartan HCTZ AN 80/12.5, EA — TELMISARTAN + HYDROCHLOROTHIAZIDE, telmisartan 80 mg +
hydrochlorothiazide 12.5 mg tablet, 28

9381R Telmisartan HCTZ AN 80/25, EA — TELMISARTAN + HYDROCHLOROTHIAZIDE, telmisartan 80 mg +
hydrochlorothiazide 25 mg tablet, 28

2285G Terbinafine AN, EA — TERBINAFINE, terbinafine 250 mg tablet, 42

2804N Terbinafine AN, EA — TERBINAFINE, terbinafine 250 mg tablet, 42

8163P Topiramate AN, EA — TOPIRAMATE, topiramate 25 mg tablet, 60

8164Q Topiramate AN, EA — TOPIRAMATE, topiramate 50 mg tablet, 60

8165R Topiramate AN, EA — TOPIRAMATE, topiramate 100 mg tablet, 60

8166T Topiramate AN, EA — TOPIRAMATE, topiramate 200 mg tablet, 60

12008B Tramadol AMNEAL, EF — TRAMADOL, tramadol hydrochloride 50 mg capsule, 20
12008B Tramadol AN, EA — TRAMADOL, tramadol hydrochloride 50 mg capsule, 20
12024W  Tramadol AMNEAL, EF — TRAMADOL, tramadol hydrochloride 50 mg capsule, 20
12024W  Tramadol AN, EA - TRAMADOL, tramadol hydrochloride 50 mg capsule, 20
5232J Tramadol AMNEAL, EF — TRAMADOL, tramadol hydrochloride 50 mg capsule, 20
5232J Tramadol AN, EA — TRAMADOL, tramadol hydrochloride 50 mg capsule, 20
8455B Tramadol AMNEAL, EF — TRAMADOL, tramadol hydrochloride 50 mg capsule, 20
8455B Tramadol AN, EA — TRAMADOL, tramadol hydrochloride 50 mg capsule, 20
8523N Tramadol AN SR, EA — TRAMADOL, tramadol hydrochloride 100 mg modified release tablet, 20
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8524P
8525Q
5480K
8064K
8133C
8134D
8868R
8301X
8302Y

Tramadol AN SR, EA — TRAMADOL, tramadol hydrochloride 150 mg modified release tablet, 20
Tramadol AN SR, EA — TRAMADOL, tramadol hydrochloride 200 mg modified release tablet, 20
Valaciclovir AN, EA — VALACICLOVIR, valaciclovir 500 mg tablet, 30

Valaciclovir AN, EA — VALACICLOVIR, valaciclovir 500 mg tablet, 42

Valaciclovir AN, EA — VALACICLOVIR, valaciclovir 500 mg tablet, 10

Valaciclovir AN, EA — VALACICLOVIR, valaciclovir 500 mg tablet, 30

Venlafaxine AN SR, EA — VENLAFAXINE, venlafaxine 37.5 mg modified release capsule, 28
Venlafaxine AN SR, EA — VENLAFAXINE, venlafaxine 75 mg modified release capsule, 28
Venlafaxine AN SR, EA — VENLAFAXINE, venlafaxine 150 mg modified release capsule, 28

Deletion — Equivalence Indicator

8114C
8115D
2487X
2488Y
2421K

Dostinex, PF — CABERGOLINE, cabergoline 500 microgram tablet, 8
Dostinex, PF — CABERGOLINE, cabergoline 500 microgram tablet, 2
Ausfam 20, RW — FAMOTIDINE, famotidine 20 mg tablet, 60

Ausfam 40, RW — FAMOTIDINE, famotidine 40 mg tablet, 30

Tofranil 25, GH — IMIPRAMINE, imipramine hydrochloride 25 mg tablet, 50

Deletion — Note

3062E

PINDOLOL, pindolol 5 mg tablet, 100 (Barbloc 5)

Deletion — Restriction

3062E PINDOLOL, pindolol 5 mg tablet, 100 (Barbloc 5)

Alterations

Alteration — Note

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

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

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

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

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

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

12080T SEMAGLUTIDE, semaglutide 1.34 mg/mL injection, 1 x 1.5 mL pen device (Ozempic)

12075M SEMAGLUTIDE, semaglutide 1.34 mg/mL injection, 1 x 3 mL pen device (Ozempic)

Alteration — Restriction

1954W
1964J
1963H
12703N
12744R

ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack (Enbrel)
ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)

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

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

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

Alteration — Manufacturer Code

1081X
1561E
2456G
2457H
24583

From To
Tenormin — ATENOLOL, atenolol 50 mg tablet, 30 AP IX
Anafranil 25 — CLOMIPRAMINE, clomipramine hydrochloride 25 mg tablet, 50 Sz PB
Zestril — LISINOPRIL, lisinopril 5 mg tablet, 30 AP IX
Zestril — LISINOPRIL, lisinopril 10 mg tablet, 30 AP IX
Zestril — LISINOPRIL, lisinopril 20 mg tablet, 30 AP IX
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8332M Losec Tablets —- OMEPRAZOLE, omeprazole 10 mg enteric tablet, 30 AP PB

11677N Losec Tablets —- OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30 AP PB
11677N Omepral - OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30 ZA FQ
12270T Losec Tablets - OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30 AP PB
12270T Omepral - OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30 ZA FQ
9109K Losec Tablets —- OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30 AP PB
9109K Omepral - OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30 ZA FQ
9110L Losec Tablets —- OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30 AP PB
9110L Omepral - OMEPRAZOLE, omeprazole 20 mg enteric tablet, 30 ZA FQ
2565B Inderal - PROPRANOLOL, propranolol hydrochloride 10 mg tablet, 100 AP IX
2566C Inderal - PROPRANOLOL, propranolol hydrochloride 40 mg tablet, 100 AP IX
Alteration — Maximum Quantity

From To
11890T LEVODOPA + CARBIDOPA, levodopa 200 mg + carbidopa 50 mg modified release 1.7 1.67

tablet, 60 (Sinemet CR Prolonged-Release Tablets)

12239E PHENELZINE, phenelzine 15 mg tablet, 60 (Phenelzine sulfate USP (Generic Health)) 1.7 1.67
Supply Only

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

Substitution of Supply Only items/brands with products flagged as "equivalent for substitution” still apply as specified in the
Schedule at the time the script was written. Further information on Supply Only arrangements is available at www.pbs.gov.au

2129C DESMOPRESSIN, desmopressin acetate 100 microgram/mL nasal drops, 2.5 mL (Minirin)
2115H TESTOSTERONE UNDECANOATE, testosterone undecanoate 40 mg capsule, 60 (Andriol Testocaps)

Advance Notices

1 January 2022

Deletion — Brand

9092M ATOMERRA, RW — ATOMOXETINE, atomoxetine 10 mg capsule, 28

9093N ATOMERRA, RW — ATOMOXETINE, atomoxetine 18 mg capsule, 28

9094P ATOMERRA, RW — ATOMOXETINE, atomoxetine 25 mg capsule, 28

9095Q ATOMERRA, RW — ATOMOXETINE, atomoxetine 40 mg capsule, 28

9096R ATOMERRA, RW — ATOMOXETINE, atomoxetine 60 mg capsule, 28

9289X ATOMERRA, RW — ATOMOXETINE, atomoxetine 80 mg capsule, 28

9290Y ATOMERRA, RW — ATOMOXETINE, atomoxetine 100 mg capsule, 28

1169M Cefaclor GH, GQ — CEFACLOR, cefaclor 375 mg modified release tablet, 10

5045M Cefaclor GH, GQ — CEFACLOR, cefaclor 375 mg modified release tablet, 10

2834E Pravastatin generichealth, GQ — PRAVASTATIN, pravastatin sodium 20 mg tablet, 30
9238F Pravastatin generichealth, GQ — PRAVASTATIN, pravastatin sodium 20 mg tablet, 30
8456C Quetiapine GH 25, GQ — QUETIAPINE, quetiapine 25 mg tablet, 60

8457D Quetiapine GH 100, GQ — QUETIAPINE, quetiapine 100 mg tablet, 90

8580N Quetiapine GH 300, GQ — QUETIAPINE, quetiapine 300 mg tablet, 60

1968N Acquin Aspen 5, RW — QUINAPRIL, quinapril 5 mg tablet, 30

1969P Acquin Aspen 10, RW — QUINAPRIL, quinapril 10 mg tablet, 30

1970Q Acquin Aspen 20, RW — QUINAPRIL, quinapril 20 mg tablet, 30

2574L Rosuvastatin generichealth, HQ — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30
2584B Rosuvastatin generichealth, HQ — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30
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2590H Rosuvastatin generichealth, HQ — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

2594M Rosuvastatin generichealth, HQ — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30

2606E Rosuvastatin generichealth, HQ — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

2609H Rosuvastatin generichealth, HQ — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30

2628H Rosuvastatin generichealth, HQ — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30

2636R Rosuvastatin generichealth, HQ — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30

9411H Forteo, LY — TERIPARATIDE, teriparatide 250 microgram/mL injection, 2.4 mL pen device

1 April 2022
Deletion — Brand
8748K Edecrin, FK — ETACRYNIC ACID, etacrynic acid 25 mg tablet, 100

Palliative Care

Additions
Addition — Brand
12565H Hikma, LM — HYDROMORPHONE, hydromorphone hydrochloride 1 mg/mL oral liquid, 473 mL

Addition — Equivalence Indicator
12565H Hydromorphone hydrochloride oral solution, USP (Medsurge), DZ — HYDROMORPHONE, hydromorphone
hydrochloride 1 mg/mL oral liquid, 473 mL

Deletions
Deletion — Brand
12530L Dutran 12, EA — FENTANYL, fentanyl 12 microgram/hour patch, 5

12521B Dutran 25, EA — FENTANYL, fentanyl 25 microgram/hour patch, 5
12513N Dutran 50, EA — FENTANYL, fentanyl 50 microgram/hour patch, 5
12517T Dutran 75, EA — FENTANYL, fentanyl 75 microgram/hour patch, 5
12480W Dutran 100, EA — FENTANYL, fentanyl 100 microgram/hour patch, 5

5389P LaxaCon, EA — MACROGOL-3350 + SODIUM CHLORIDE + BICARBONATE + POTASSIUM CHLORIDE,
macrogol-3350 13.125 g + sodium chloride 350.7 mg + sodium bicarbonate 178.5 mg + potassium chloride 46.6 mg
powder for oral liquid, 30 sachets

12507G Metoclopramide AN, EA — METOCLOPRAMIDE, metoclopramide hydrochloride 10 mg tablet, 25
125473 Morphine MR AN, EA — MORPHINE, morphine sulfate pentahydrate 10 mg modified release tablet, 28
12500X Morphine MR AN, EA — MORPHINE, morphine sulfate pentahydrate 30 mg modified release tablet, 28
12544F Morphine MR AN, EA — MORPHINE, morphine sulfate pentahydrate 60 mg modified release tablet, 28
12483B Morphine MR AN, EA — MORPHINE, morphine sulfate pentahydrate 100 mg modified release tablet, 28

Highly Specialised Drugs Program (Private Hospital)

Additions

Addition — Item

12784W AZACITIDINE, azacitidine 100 mg injection, 1 vial (AZACITIDINE DR.REDDY'S, Azacitidine Accord, Azacitidine
Juno, Azacitidine-Teva, Azadine, Celazadine)

12809E RIBAVIRIN, ribavirin 200 mg tablet, 100 (Ibavyr)

12787B TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)
12811G TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)
12766X TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)
12795K TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)
12805Y TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)
12810F TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)

Addition — Brand
6352H APO-Ciclosporin, TX — CICLOSPORIN, ciclosporin 25 mg capsule, 30
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6353J
6354K
11545P
11548T
11558H
11510T
11546Q
11557G
11496C
11511W
11547R

APO-Ciclosporin, TX — CICLOSPORIN, ciclosporin 50 mg capsule, 30
APO-Ciclosporin, TX — CICLOSPORIN, ciclosporin 100 mg capsule, 30
DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 90 mg tablet, 30
DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 90 mg tablet, 30
DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 90 mg tablet, 30
DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 180 mg tablet, 30
DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 180 mg tablet, 30
DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 180 mg tablet, 30
DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30
DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30
DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30

Addition — Equivalence Indicator

12686Q Humira, VE — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
12674C Amgevita, AN — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe
12732D Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
12749B Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes
Deletions

Deletion — Brand

6209T

Mycophenolate AN, EA — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50

Deletion — Note

12139X

BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

Deletion — Restriction

12139X BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)
Alterations

Alteration — Restriction

12201E AMBRISENTAN, ambrisentan 5 mg tablet, 30 (Ambrisentan Mylan, Cipla Ambrisentan, PULMORIS, Volibris)

9648T AMBRISENTAN, ambrisentan 5 mg tablet, 30 (Ambrisentan Mylan, Cipla Ambrisentan, PULMORIS, Volibris)

12180C AMBRISENTAN, ambrisentan 10 mg tablet, 30 (Ambrisentan Mylan, Cipla Ambrisentan, PULMORIS, Volibris)

9649W AMBRISENTAN, ambrisentan 10 mg tablet, 30 (Ambrisentan Mylan, Cipla Ambrisentan, PULMORIS, Volibris)

12143D BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

121483 BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

6429J BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

12146G BOSENTAN, bosentan 125 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan GH, Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

6430K BOSENTAN, bosentan 125 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan GH, Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

10111E EPOPROSTENOL, epoprostenol 500 microgram injection, 1 vial (EPOPROSTENOL SUN, Veletri)

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

10129D EPOPROSTENOL, epoprostenol 1.5 mg injection, 1 vial (EPOPROSTENOL SUN, Veletri)

11082G EPOPROSTENOL, epoprostenol 1.5 mg injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack
(Flolan)
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12734F ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack (Enbrel)
12736H ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)

12757K ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

10134J MACITENTAN, macitentan 10 mg tablet, 30 (Opsumit)

12135Q MACITENTAN, macitentan 10 mg tablet, 30 (Opsumit)

12138W  SILDENAFIL, sildenafil 20 mg tablet, 90 (APO-Sildenafil PHT, Revatio, SILDATIO PHT, Sildenafil AN PHT 20,
Sildenafil PHT APOTEX, Sildenafil Sandoz PHT 20)

9605M SILDENAFIL, sildenafil 20 mg tablet, 90 (APO-Sildenafil PHT, Revatio, SILDATIO PHT, Sildenafil AN PHT 20,
Sildenafil PHT APOTEX, Sildenafil Sandoz PHT 20)

12150L TADALAFIL, tadalafil 20 mg tablet, 56 (Adcirca, TADALIS 20, Tadalca)
1304P TADALAFIL, tadalafil 20 mg tablet, 56 (Adcirca, TADALIS 20, Tadalca)

Alteration — Maximum Quantity

12162D METHOXSALEN, methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials (Uvadex) g.rtz)m 3.017
12173Q METHOXSALEN, methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials (Uvadex) 0.1 0.08
12727W  TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 x 4 mL vials (RoActemra) 0.2 0.25
12747X TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 4 x 10 mL vials (RoActemra) 0.2 0.25
12705Q TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 4 x 20 mL vials (RoActemra) 0.2 0.25

Supply Only

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

Substitution of Supply Only items/brands with products flagged as "equivalent for substitution” still apply as specified in the
Schedule at the time the script was written. Further information on Supply Only arrangements is available at www.pbs.gov.au

11504L BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL syringe (Fasenra)
11523L BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL syringe (Fasenra)
11847M BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL syringe (Fasenra)

Highly Specialised Drugs Program (Public Hospital)

Additions

Addition — Item

12771E AZACITIDINE, azacitidine 100 mg injection, 1 vial (AZACITIDINE DR.REDDY'S, Azacitidine Accord, Azacitidine
Juno, Azacitidine-Teva, Azadine, Celazadine)

12786Y RIBAVIRIN, ribavirin 200 mg tablet, 100 (Ibavyr)

127753 TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)
127943 TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 mL vial (Actemra)
12791F TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)
12796L TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 10 mL vial (Actemra)
12763R TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)
12802T TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 20 mL vial (Actemra)
Addition - Brand

5634M APO-Ciclosporin, TX — CICLOSPORIN, ciclosporin 25 mg capsule, 30
5635N APO-Ciclosporin, TX — CICLOSPORIN, ciclosporin 50 mg capsule, 30
5636P APO-Ciclosporin, TX — CICLOSPORIN, ciclosporin 100 mg capsule, 30
11499F DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 90 mg tablet, 30
11519G DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 90 mg tablet, 30
11534C DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 90 mg tablet, 30
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11500G DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 180 mg tablet, 30

11535D DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 180 mg tablet, 30

11556F DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 180 mg tablet, 30

11533B DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30

11536E DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30

11555E DEFERASIROX-TEVA, TB — DEFERASIROX, deferasirox 360 mg tablet, 30

Addition — Equivalence Indicator

12699J Humira, VE — ADALIMUMAB, adalimumab 20 mg/0.2 mL injection, 2 x 0.2 mL syringes
12695E Amgevita, AN — ADALIMUMAB, adalimumab 20 mg/0.4 mL injection, 0.4 mL syringe
12696F Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL pen devices
12697G Humira, VE — ADALIMUMAB, adalimumab 40 mg/0.4 mL injection, 2 x 0.4 mL syringes

Deletions
Deletion - Brand
9502D Mycophenolate AN, EA — MYCOPHENOLATE, mycophenolate mofetil 500 mg tablet, 50

Deletion — Note
12134P BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

Deletion — Restriction
12134P BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

Alterations
Alteration — Restriction
12212R AMBRISENTAN, ambrisentan 5 mg tablet, 30 (Ambrisentan Mylan, Cipla Ambrisentan, PULMORIS, Volibris)

5607D AMBRISENTAN, ambrisentan 5 mg tablet, 30 (Ambrisentan Mylan, Cipla Ambrisentan, PULMORIS, Volibris)
12186J AMBRISENTAN, ambrisentan 10 mg tablet, 30 (Ambrisentan Mylan, Cipla Ambrisentan, PULMORIS, Volibris)
5608E AMBRISENTAN, ambrisentan 10 mg tablet, 30 (Ambrisentan Mylan, Cipla Ambrisentan, PULMORIS, Volibris)

12140Y BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

12145F BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

5618Q BOSENTAN, bosentan 62.5 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

12149K BOSENTAN, bosentan 125 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan GH, Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

5619R BOSENTAN, bosentan 125 mg tablet, 60 (BOSENTAN DR.REDDY'S, BOSLEER, Bosentan APO, Bosentan Cipla,
Bosentan GH, Bosentan Mylan, Bosentan RBX, Bosentan Sandoz, Tracleer)

10130E EPOPROSTENOL, epoprostenol 500 microgram injection, 1 vial (EPOPROSTENOL SUN, Veletri)

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

10117L EPOPROSTENOL, epoprostenol 1.5 mg injection, 1 vial (EPOPROSTENOL SUN, Veletri)

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

12740M ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack (Enbrel)
12735G ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL pen devices (Enbrel)

12675D ETANERCEPT, etanercept 50 mg/mL injection, 4 x 1 mL syringes (Enbrel)

10136L MACITENTAN, macitentan 10 mg tablet, 30 (Opsumit)

12147H MACITENTAN, macitentan 10 mg tablet, 30 (Opsumit)
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12144E SILDENAFIL, sildenafil 20 mg tablet, 90 (APO-Sildenafil PHT, Revatio, SILDATIO PHT, Sildenafil AN PHT 20,
Sildenafil PHT APOTEX, Sildenafil Sandoz PHT 20)

9547L SILDENAFIL, sildenafil 20 mg tablet, 90 (APO-Sildenafil PHT, Revatio, SILDATIO PHT, Sildenafil AN PHT 20,
Sildenafil PHT APOTEX, Sildenafil Sandoz PHT 20)

12151M TADALAFIL, tadalafil 20 mg tablet, 56 (Adcirca, TADALIS 20, Tadalca)
1308W TADALAFIL, tadalafil 20 mg tablet, 56 (Adcirca, TADALIS 20, Tadalca)

Alteration — Maximum Quantity

12154Q METHOXSALEN, methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials (Uvadex) g.r](-)m g.%s
12156T METHOXSALEN, methoxsalen 200 microgram/10 mL injection, 12 x 10 mL vials (Uvadex) 0.2 0.17
12714E TOCILIZUMAB, tocilizumab 80 mg/4 mL injection, 4 x 4 mL vials (RoActemra) 0.2 0.25
12692B TOCILIZUMAB, tocilizumab 200 mg/10 mL injection, 4 x 10 mL vials (RoActemra) 0.2 0.25
12707T TOCILIZUMAB, tocilizumab 400 mg/20 mL injection, 4 x 20 mL vials (RoActemra) 0.2 0.25

Supply Only

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

Substitution of Supply Only items/brands with products flagged as "equivalent for substitution” still apply as specified in the
Schedule at the time the script was written. Further information on Supply Only arrangements is available at www.pbs.gov.au

11529T BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL syringe (Fasenra)
11549W BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL syringe (Fasenra)
11830P BENRALIZUMAB, benralizumab 30 mg/mL injection, 1 mL syringe (Fasenra)

Highly Specialised Drugs Program (Community Access)

Deletions
Deletion — Brand
10279B Entecavir Amneal, EA — ENTECAVIR, entecavir 500 microgram tablet, 30

10353X Entecavir Amneal, EA — ENTECAVIR, entecavir 1 mg tablet, 30
10303G Nevirapine XR APOTEX, TX — NEVIRAPINE, nevirapine 400 mg modified release tablet, 30

Deletion — Equivalence Indicator
10303G Viramune XR, BY — NEVIRAPINE, nevirapine 400 mg modified release tablet, 30

Advance Notices

1 January 2022

Deletion — Brand

10344K Aptivus, BY — TIPRANAVIR, tipranavir 250 mg capsule, 120

IVF Program

Additions

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

12800Q FOLLITROPIN ALFA, follitropin alfa 450 units (33 microgram)/0.75 mL injection, 0.75 mL cartridge (Ovaleap)
12770D FOLLITROPIN ALFA, follitropin alfa 900 units (66 microgram)/1.5 mL injection, 1.5 mL cartridge (Ovaleap)

Addition — Equivalence Indicator

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

6432M Gonal-f Pen, SG — FOLLITROPIN ALFA, follitropin alfa 450 units (32.76 microgram)/0.75 mL injection, 0.75 mL
pen device

6433N Gonal-f Pen, SG — FOLLITROPIN ALFA, follitropin alfa 900 units (65.52 microgram)/1.5 mL injection, 1.5 mL pen
device
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Alterations
Alteration — Note

10861P

10873G

10872F

10866X
6431L
10867Y

6432M

6433N

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

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

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

FOLLITROPIN ALFA, follitropin alfa 300 units (22 microgram)/0.5 mL injection, 5 x 0.5 mL pen devices (Bemfola)
FOLLITROPIN ALFA, follitropin alfa 300 units (21.84 microgram)/0.5 mL injection, 0.5 mL pen device (Gonal-f Pen)

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

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

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

Repatriation Pharmaceutical Benefits

Additions
Addition — Item

12765W  DRESSING ALGINATE WITH SILVER CAVITY WOUND, dressing alginate with silver cavity wound 3 cm x 44 cm
medicated dressing, 10 (Melgisorb Ag 256605)

12772F DRESSING ALGINATE WITH SILVER DEEP WOUND, dressing alginate with silver deep wound 5 cm x 5 cm
medicated dressing, 10 (Melgisorb Ag 256055)

12801R DRESSING ALGINATE WITH SILVER DEEP WOUND, dressing alginate with silver deep wound 10 cm x 10 cm
medicated dressing, 10 (Melgisorb Ag 256105)

12797M DRESSING FOAM HEAVY EXUDATE, dressing foam heavy exudate 5 cm x 5 cm dressing, 5 (Mepilex XT
211015)

12760N DRESSING FOAM HEAVY EXUDATE, dressing foam heavy exudate 10 cm x 10 cm dressing, 5 (Mepilex XT
211100)

12798N DRESSING FOAM HEAVY EXUDATE, dressing foam heavy exudate 10 cm x 13 cm dressing, 50 (Mesorb
677001)

12793H DRESSING FOAM HEAVY EXUDATE, dressing foam heavy exudate 10 cm x 23 cm dressing, 50 (Mesorb
677401)

12807C DRESSING FOAM HEAVY EXUDATE, dressing foam heavy exudate 12.5 cm x 12.5 cm dressing, 10 (Mextra
Superabsorbent 610000)

12788C DRESSING FOAM HEAVY EXUDATE, dressing foam heavy exudate 17.5 cm x 22.5 cm dressing, 10 (Mextra
Superabsorbent 610300)

12776K DRESSING FOAM HEAVY EXUDATE, dressing foam heavy exudate 20 cm x 20 cm dressing, 5 (Mepilex XT
211400)

12783T DRESSING FOAM HEAVY EXUDATE, dressing foam heavy exudate 22.5 cm x 32.5 cm dressing, 10 (Mextra
Superabsorbent 610500)

12781Q DRESSING FOAM HEAVY EXUDATE, dressing foam heavy exudate 23 cm x 25 cm dressing, 30 (Mesorb
677701)

12780P DRESSING FOAM WITH SILICONE LIGHT EXUDATE, dressing foam with silicone light exudate 4 cm x 5 cm
dressing, 10 (Mepilex Border Lite 281000)

12774H DRESSING FOAM WITH SILICONE LIGHT EXUDATE, dressing foam with silicone light exudate 5 cm x 12.5 cm
dressing, 5 (Mepilex Border Lite 281100)

12804X DRESSING FOAM WITH SILICONE LIGHT EXUDATE, dressing foam with silicone light exudate 10 cm x 10 cm
dressing, 5 (Mepilex Border Lite 281300)

12777L DRESSING FOAM WITH SILICONE MODERATE EXUDATE, dressing foam with silicone moderate exudate 4 cm
x 5 cm dressing, 10 (Mepilex Border Flex Lite 581011)

12782R DRESSING FOAM WITH SILICONE MODERATE EXUDATE, dressing foam with silicone moderate exudate 5 cm
x 12.5 cm dressing, 5 (Mepilex Border Flex Lite 581100)
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12799P DRESSING FOAM WITH SILICONE MODERATE EXUDATE, dressing foam with silicone moderate exudate 10
cm x 10 cm dressing, 5 (Mepilex Border Flex Lite 581300)

Addition — Brand
10598T Parapane Osteo, AF — PARACETAMOL, paracetamol 665 mg modified release tablet, 96
4070F Flosix, AF — TAMSULOSIN, tamsulosin hydrochloride 400 microgram modified release tablet, 30

Deletions

Deletion — Item
4028B DOCUSATE + SENNOSIDE B, docusate sodium 50 mg + sennoside B 8 mg tablet, 100 (Soflax)

Deletion — Brand
4115N Azithromycin-GA, EA — AZITHROMYCIN, azithromycin 500 mg tablet, 3

4049D Uracol, EA — BICARBONATE + CITRIC ACID + TARTARIC ACID, sodium bicarbonate 1.76 g + sodium citrate 630
mg + citric acid 720 mg + tartaric acid 890 mg powder for oral liquid, 28 x 4 g sachets

4179Y Clopidogrel AN, EA — CLOPIDOGREL, clopidogrel 75 mg tablet, 28

4233T Auro-Finasteride, DO — FINASTERIDE, finasteride 5 mg tablet, 30

4233T Finasteride AN, EA — FINASTERIDE, finasteride 5 mg tablet, 30

4592Q Gantin, EA — GABAPENTIN, gabapentin 300 mg capsule, 100

4593R Gantin, EA — GABAPENTIN, gabapentin 400 mg capsule, 100

4595W Gabapentin AN, EA — GABAPENTIN, gabapentin 800 mg tablet, 100
4595W Gantin, ED — GABAPENTIN, gabapentin 800 mg tablet, 100

4029C Logicin Sinus, AS — PSEUDOEPHEDRINE, pseudoephedrine hydrochloride 60 mg tablet, 12
4444X Risedronate AN, EA — RISEDRONATE, risedronate sodium 35 mg tablet, 4
4584G Sildenafil Actavis, EA — SILDENAFIL, sildenafil 25 mg tablet, 4

4585H Sildenafil Actavis, EA — SILDENAFIL, sildenafil 50 mg tablet, 4

4586J Sildenafil Actavis, EA — SILDENAFIL, sildenafil 100 mg tablet, 4

Alterations

Alteration — Item Description

From

4560B COAL TAR SOLUTION + SALICYLIC ACID, coal tar solution 5% + salicylic acid 2% shampoo, 200 mL (lonil-T)
To

4560B COAL TAR SOLUTION + SALICYLIC ACID, coal tar solution 4.25% + salicylic acid 2% shampoo, 200 mL (lonil-T)

From

4698G DRESSING HYDROFIBRE ALTERNATE TO ALGINATES, dressing hydrofibre alternate to alginates 2 g (30 cm)
rope, 5 x 2 g (Aquacel 403770)

To

4698G DRESSING HYDROFIBRE ALTERNATE TO ALGINATES, dressing hydrofibre alternate to alginates 2 cm x 45 cm
ribbon, 5 (Aquacel 403770)

From

10105W DRESSING HYDROFIBRE WITH SILVER, dressing hydrofibre with silver 2 cm x 45 cm rope, 5 (Aquacel Ag
403771)

To

10105W DRESSING HYDROFIBRE WITH SILVER, dressing hydrofibre with silver 2 cm x 45 cm ribbon, 5 (Aquacel Ag
403771)
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General Pharmaceutical Benefits

» ETANERCEPT

Note TREATMENT OF PATIENTS UNDER 18 YEARS WITH SEVERE CHRONIC PLAQUE PSORIASIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines etanercept and ustekinumab for patients under 18 years of with severe chronic plaque psoriasis. Therefore,
where the term 'biological medicines' appears in notes and restrictions, it refers to etanercept and ustekinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the above biological medicines at any 1 time.

A patient who is receiving PBS-subsidised treatment for severe chronic plaque psoriasis is able to commence a treatment
cycle where they may trial a biological medicine without having to experience a disease flare when swapping to an alternate
biological medicine within the same treatment cycle.

Under these arrangements, within a treatment cycle, a patient may receive long-term treatment with a biological medicine as
long as they sustain a response to therapy.

Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
medicine more than twice.

Serious adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment, including serious
infusion or injection related reactions, Steven's Johnson Syndrome, development of a demyelinating lesion, progressive
multifocal leukoencephalopathy and malignancy related to treatment with the biological medicine, is not considered as a
treatment failure.

A patient must be assessed for response to each course of treatment according to the criteria included in the relevant
continuing treatment restriction.

Once a patient has either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
treatment cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological medicine therapy before
they are eligible to commence the next cycle.

The duration of the break in therapy will be measured from the date the last prescription for PBS-subsidised treatment was
approved in the most recent cycle to the date of the first application for initial treatment with a biological medicine under the
new cycle.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of more than 5 years may
commence a new treatment cycle under Initial 3 treatment restriction.

A patient who has failed fewer than 3 times in a treatment cycle and who has a break in therapy of less than 5 years may
commence a further course of treatment within the same treatment cycle under Initial 2 treatment restriction.

There is no limit to the number of treatment cycles a patient may undertake in their lifetime.

There are separate restrictions for the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hand and foot.

How to prescribe PBS-subsidised biological medicine treatment for severe chronic plaque psoriasis.

(i) a patient has never received PBS-subsidised biological medicine treatment for this condition and wishes to commence
such therapy (Initial 1 - Biological medicine-naA™ve patient); or

(i) a patient wishes to recommence treatment with a biological medicine following a break in PBS-subsidised therapy of
more than 5 years (Initial 3 - Recommencement of treatment after a break in biological medicine of more than 5 years); or
(i) a patient who has received prior PBS-subsidised biological medicine therapy for this condition (initial or continuing) and
wishes to trial an alternate biological medicine or recommence with the same biological medicine within the same treatment
cycle (Initial 2 - Change or Recommencement of treatment after a break in biological medicine of less than 5 years) [further
details are under (4) 'Swapping therapy' below]; or

(iv) a patient wishes to recommence treatment with a specific biological medicine following a break in PBS-subsidised
therapy of less than 5 years with the same medicine (Initial 2 - Change or Recommencement of treatment after a break in
biological medicine of less than 5 years).

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with etanercept
within 12 months (Initial 3) due to a disease flare with psoriasis affecting the whole body if:

(i) there is at least a 50% change in the patients PASI score compared to the most recent response assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or

(ii) the patient has a current PASI score greater than 15

Etanercept only:

After completing 24-weeks of treatment with PBS-subsidised etanercept, a patient is eligible for re-treatment with etanercept
(Initial 3') due to a disease flare with psoriasis affecting the face, hand or foot if:

(i) all subscores are rated moderate to severe; or

(i) 2 of the three subscores are rated severe to very severe; or

(iii) the affected area of skin has increased by at least 50% compared to that at the time of the last assessment following
cessation of the most recent 24 weeks of PBS-subsidised etanercept; or
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(iv) the area affected is 30% or more of the face, palm of a hand or sole of a foot,
(2) Assessment of response to initial treatment.
After prescribing initial treatment with a biological medicine, a PASI assessment must be conducted after at least 12 weeks
of treatment. This assessmentwill be used to determine eligibility for continuing treatment. and must be conducted within 8
weeks of thelast administered dose.
To avoid an interruption of supply for continuing treatment, the assessment should be submitted and no later than 2 weeks
prior to when the next dose (under the new authority application) is due, unless the patient is currently on a treatment break.
The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
(3) Continuing treatment
Etanercept only:
Following the completion of an initial 16-week treatment course with etanercept, a patient may receive a further 8 weeks of
treatment (under the 'Completion of course' treatment phase) to complete a 24-week treatment course, providing they have
demonstrated an adequate response to treatment to the initial supply.
Ustekinumab only:
Following the completion of an initial 28-week treatment course, a patient may qualify to receive up to 24 weeks per
continuing treatment course provided they demonstrate an adequate response to treatment. The patient remains eligible to
receive continuing treatment in courses of up to 24 weeks provided they continue to sustain the response. It is
recommended that a patient be reviewed 4 weeks prior to when their next dose (under a new authority application) is due to
ensure uninterrupted supply, but no later than 8 weeks after the date of the last administered dose.
A patient must be assessed for response to a course of continuing therapy, and the assessment must be submitted to
Services Australia where applicable. Where a response assessment is not submitted where applicable, the patient will be
deemed to have failed to respond to treatment with that biological medicine, unless the patient has experienced a serious
adverse reaction of a severity resulting in the necessity for permanent withdrawal of treatment.
(4) Swapping therapy.
Once initial treatment with the first PBS-subsidised biological medicine is approved, a patient may swap to an alternate
biological medicine without having to requalify with respect to the indices of disease severity (i.e. a PASI score of greater
than 15), or the prior non-biological therapy requirements. If the patient has had a break in therapy of more than 5 years, the
indices of disease severity need to be met, but a re-trial of non-biological therapy is not required.
A patient who is not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that biological medicine unless the patient has experienced a serious adverse reaction of a severity resulting
in the necessity for permanent withdrawal of treatment.
A patient may trial an alternate biological medicine at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological medicine at the time of the application. However, they cannot swap to a particular biological
medicine if they have failed to respond to that biological medicine twice within the same treatment cycle or have failed to
respond to biological medicines, as an aggregate, on 3 occasions within the same treatment cycle.
To ensure patients receive the maximum treatment opportunities allowed under these arrangements, it is important that they
are assessed for response to every course of treatment.
(5) Baseline measurements to determine response.
A response to treatment must be demonstrated based on the baseline PASI assessment submitted with the first authority
application for a biological medicine. However, prescribers may provide new baseline PASI assessments any time that an
initial or change or recommencement treatment application is submitted within a treatment cycle and this revised baseline
PASI score will be used to assess the patient's response to the PBS-subsidised treatment.
To ensure consistency in determining response, the same body area assessed at the baseline PASI assessment must be
assessed for demonstration of response to treatment for the purposes of all continuing treatments.
(6A) Re-commencement of treatment after a break of less than 5 years in PBS-subsidised therapy (all drugs except
etanercept).
A patient who wishes to resume treatment following a break in PBS-subsidised therapy of less than 5 years must resume
under the 'Initial 2' treatment phase. The most recent PASI assessment demonstrating disease flare must be no more than 4
weeks old at the time of application.
(6B) Re-treatment (etanercept only)
A patient may be re-treated, in certain circumstances, with etanercept after completing a 24-week treatment course under
the 'Initial 4' treatment phase.
(7) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to undertake a new treatment cycle following a break in PBS-subsidised biological therapy of at least 5
years, must qualify under an 'Initial 3' treatment phase.

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 To complete a 24-week course of treatment beyond this authority application, the next authority application (apart from
supplies obtained under '‘Balance of Supply') is to be under the ‘completion of course' treatment phase.
Therefore, remind the patient to return for clinical review in approximately 12 weeks to enable ample time to obtain the final
8 weeks of treatment of a 24-week treatment course.
Document the patient's baseline disease severity indices scores in their medical record, in addition to stating them in this
authority application, to ensure:
(i) the patient's response to treatment can be quantified from week 12; and
(i) in the event that the patient's treating clinician changes, the baseline value(s) are available to the new clinician without
need to refer to a third party.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Whole body) - biological medicine-naive patient
Treatment criteria:

e Must be treated by a dermatologist.
Clinical criteria:
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¢ Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,

AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

o Patient must have lesions present for at least 6 months from the time of initial diagnosis, AND

o Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index
(PASI) assessment, to at least 2 of the following 3 treatments: (i) phototherapy (UVB or PUVA) for 3 treatments per week
for at least 6 weeks; and/or (ii) methotrexate at a dose of at least 10 mg or 10 mg per square metre weekly (whichever is
lowest) for at least 6 weeks; and/or (iii) acitretin at a dose of at least 0.4 mg per kg per day for at least 6 weeks, AND

¢ Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

e Patient must be under 18 years of age.

Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved

Product Information, or where phototherapy was contraindicated, details must be provided at the time of application.

Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of

a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be provided at the time

of application.

Details of the accepted toxicities including severity can be found on the Services Australia website.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) A Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably when the patient was on

treatment, but no longer than 4 weeks following cessation of the last pre-requisite therapy.

A PASI assessment must have been completed for each pre-requisite treatment trialled, preferably when the patient was on

treatment, but no longer than 4 weeks following cessation of that pre-requisite treatment. State in this authority application,

each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;

(ii) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);

(iii) the PASI score that followed each prior therapy trialled;

(iv) the date the PASI scores were determined

State a baseline PASI score to be referenced in any future authority applications that continue treatment. This PASI score

may be any of: (i) a current PASI score, (ii) a PASI score present prior to, or, after a pre-requisite non-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. EST Monday to Friday).

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic plague psoriasis

Treatment Phase: Initial 2 treatment (Whole body) - Change of treatment

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment
cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

o Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.

Population criteria:

o Patient must be under 18 years of age.

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

(1) a completed authority prescription form; and

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

An adequate response to treatment is defined as:
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A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when
compared with the baseline value for this treatment cycle.
In relation to the biological medicine that the patient is changing from, state whether the patient is changing therapy because:
(i) there is an absence of an adequate response to that treatment; or
(ii) there was an intolerance to that treatment; or
(iii) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned
above.

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

Authority required

Severe chronic plague psoriasis

Treatment Phase: Initial 3 treatment (Whole body, or, face/hand/foot) - Recommencement of treatment after a break in
biological medicine of more than 5 years

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e Patient must not have received PBS-subsidised treatment with a biological medicine for this condition for at least 5 years,
if they have previously received PBS-subsidised treatment with a biological medicine for this condition and wish to
commence a new treatment cycle, AND

¢ The condition must be affecting the whole body - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'whole body'; OR

e The condition must be limited to the face/hand/foot - all subsequent authority applications to this application will be made
under treatment phases that feature the words 'face, hand, foot', AND

e Patient must have a current Psoriasis Area and Severity Index (PASI) score of greater than 15; OR

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

e The treatment must be as systemic monotherapy; OR
e The treatment must be in combination with methotrexate, AND

o Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.
Population criteria:
e Patient must be under 18 years of age.
The most recent PASI assessment must be no more than 4 weeks old at the time of application.
The authority application must be made in writing and must include:
(1) 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).
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe chronic plague psoriasis

Treatment Phase: Balance of supply - Initial 1, 2, 3 or 4 treatment (Whole body, or, face/hand/foot)

Treatment criteria:

e Must be treated by a dermatologist, AND

¢ Patient must be undergoing current PBS-subsidised treatment with this biological medicine, but has received insufficient
therapy with this biological medicine to complete 16 weeks treatment available under any of the initial treatment phases
(regardless of the affected body area): (i) Initial 1, (i) Initial 2, (iii) Initial 3, (iv) Initial 4.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND
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e The treatment must provide no more than the balance of up to 16 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. EST Monday to Friday).

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Completion of course - treatment covering weeks 16 to 24 (Whole body)

Treatment criteria:

e Must be treated by a dermatologist, AND

¢ Patient must be undergoing current PBS-subsidised treatment with this biological medicine, with the intention to complete
the remainder of a 24-week treatment course with this biological medicine.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

o Patient must been assessed for response to treatment after at least 12 weeks treatment with the preceding supply of this
biological medicine, but within 8 weeks of the last administered dose, AND

o Patient must have demonstrated an adequate response to treatment, AND

o Patient must not receive more than 8 weeks of treatment with etanercept under this restriction.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more, or is sustained at this level, when

compared with the baseline value for this treatment cycle.

The same body area assessed at the baseline PASI assessment must be assessed for demonstration of response to

treatment for the purposes of gaining approval for the remainder of 24 weeks treatment.

Note Aim to conduct and submit the PASI assessment at week 12 or soon after to ensure uninterrupted supply.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of

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

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available

on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online

Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic plague psoriasis

Treatment Phase: Initial 4 - Re-treatment (Whole body)

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

e Patient must have a documented history of severe chronic plaque psoriasis of the whole body.

Treatment criteria:

¢ Patient must be undergoing re-treatment with this biological medicine for this PBS indication after an initial adequate
response to the most recent treatment course, but has since experienced at least one of the following: (i) a disease flare
where the PASI score has worsened (increased) by at least 50%, (ii) the current PASI score has returned above 15.

Clinical criteria:

o Patient must not have failed more than once to achieve an adequate response with etanercept, AND

e Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.

Population criteria:

o Patient must be under 18 years of age.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

Where a patient has had a treatment break the length of the break is measured from the date the most recent treatment was

stopped to the date of the application for further treatment.

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
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Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 1 treatment (Face, hand, foot) - biological medicine-naive patient

Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e Patient must be undergoing treatment for the first time with PBS-subsidised biological medicine for this PBS indication,

AND

¢ The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

¢ Patient must have the plaque or plaques of the face, or palm of hand or sole of foot present for at least 6 months from the
time of initial diagnosis, AND

o Patient must have failed to achieve an adequate response to at least 2 of the following 3 treatments: (i) phototherapy
(UVB or PUVA) for 3 treatments per week for at least 6 weeks; (ii) methotrexate at a dose of at least 10 mg or 10 mg per
square metre weekly (whichever is lowest) for at least 6 weeks; (iii) acitretin at a dose of at least 0.4 mg per kg per day
for at least 6 weeks, AND

o Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.

Population criteria:

e Patient must be under 18 years of age.

Where treatment with any of the above-mentioned drugs was contraindicated according to the relevant TGA-approved

Product Information, or where phototherapy was contraindicated, details must be provided at the time of application.

Where intolerance to phototherapy, methotrexate and/or acitretin developed during the relevant period of use, which was of

a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be provided at the time

of application.

Details of the accepted toxicities including severity can be found on the Services Australia website.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

The following indicates failure to achieve an adequate response to prior phototherapy/methotrexate/acitretin therapy:

(a) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling

being rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 1 month following

cessation of the last pre-requisite therapy; or

(b) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on

treatment, but no longer than 1 month following cessation of the last pre-requisite therapy

State in this authority application, each of:

(i) the name of each prior therapy trialled that meets the above requirements - state at least 2;

(ii) the date of commencement and cessation of each prior therapy trialled, as well as the dosage (for drug therapies);

(iif) whether failure type (a) or (b) as described above occurred for each prior therapy trialled;

(iv) the dates that response assessments were determined

State in this authority application at least one of the following to act as a baseline measurement and be referenced in any

future authority applications that continue treatment:

(v) for each of erythema, thickness and scaling, which of these are rated as severe or very severe (at least 2 must be rated

as severe/very severe);

(vi) the percentage area of skin (combined area of face, hands and feet) affected by this condition (must be at least 30%)

prior to treatment with biological medicine.

Where a patient has had a 12 month treatment break, the length of the break is measured from the date the most recent

treatment was stopped to the date of the application to re-commence treatment.

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

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

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available

on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online

Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe chronic plague psoriasis
Treatment Phase: Initial 2 treatment (Face, hand, foot) - Change of treatment
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Treatment criteria:

e Must be treated by a dermatologist.

Clinical criteria:

e Patient must have received prior PBS-subsidised treatment with a biological medicine for this condition in this treatment
cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with this drug more than once
during the current treatment cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment 3 times for this condition within
this treatment cycle, AND

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

e Patient must not receive more than 16 weeks of treatment with this biological medicine under this restriction.
Population criteria:

o Patient must be under 18 years of age.
An adequate response to treatment is defined as the plaque or plaques assessed prior to biological treatment showing:
(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and
scaling, to slight or better, or sustained at this level, as compared to the pre-biological treatment baseline values; or
(ii) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the pre-biological
treatment baseline value.
In relation to the biological medicine that the patient is changing from, state whether the patient is changing therapy because:
(i) there is an absence of an adequate response to that treatment; or
(ii) there was an intolerance to that treatment; or
(iii) there was an adequate response, but a change in treatment has been made for reasons other than the 2 mentioned
above.
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).

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

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Completion of course - treatment covering weeks 16 to 24 (Face, hand, foot)

Treatment criteria:

e Must be treated by a dermatologist, AND

e Patient must be undergoing current PBS-subsidised treatment with this biological medicine, with the intention to complete
the remainder of a 24-week treatment course with this biological medicine.

Clinical criteria:

e The treatment must be as systemic monotherapy; OR

e The treatment must be in combination with methotrexate, AND

o Patient must been assessed for response to treatment after at least 12 weeks treatment with the preceding supply of this
biological medicine, but within 8 weeks of the last administered dose, AND

¢ Patient must have demonstrated an adequate response to treatment, AND

e Patient must not receive more than 8 weeks of treatment with etanercept under this restriction.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

An adequate response to treatment is defined as the plague or plagues assessed prior to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for all 3 of erythema, thickness and

scaling, to slight or better, or sustained at this level, as compared to the baseline values; or

(i) a reduction by 75% or more in the skin area affected, or sustained at this level, as compared to the baseline value for this

treatment cycle.

The same body area assessed at the baseline PASI assessment must be assessed for demonstration of response to

treatment for the purposes of gaining approval for the remainder of 24 weeks treatment.

Note Aim to conduct and submit the PASI/percentage of skin area affected assessment at week 12 or soon after to ensure
uninterrupted supply.
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. EST Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial 4 - Re-treatment (face, hand, foot)
Treatment criteria:

e Must be treated by a dermatologist.
Clinical criteria:

e The treatment must be as systemic monotherapy; OR
e The treatment must be in combination with methotrexate, AND

¢ Patient must have a documented history of severe chronic plaque psoriasis of the face, or palm of a hand or sole of a
foot.

Treatment criteria:

e Patient must be undergoing re-treatment with this biological medicine for this PBS indication after an initial adequate
response to the most recent treatment course, but has since experienced at least one of the following: (i) all PASI sub-
measures (redness, thickness, scaling) are rated as 'moderate’ to 'severe’, (ii) at least 2 of the 3 PASI sub-measures are
rated as 'severe' to 'very severe', (iii) the skin area affected has increased by at least 50% since the last administered
dose, (iv) the skin area affected is at least 30% of the total skin area of the face/hand/foot.

Clinical criteria:

e Patient must not have failed more than once to achieve an adequate response with etanercept, AND

e Patient must not receive more than 16 weeks of treatment with etanercept under this restriction.
Population criteria:
e Patient must be under 18 years of age.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the
website specified in the Administrative Advice).
Where a patient has had a treatment break the length of the break is measured from the date the most recent treatment was
stopped to the date of the application for further treatment.
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

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
1964) Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 3 . 1050.14 41.30 Enbrel [PF]

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
1954\ Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

2 3 . *1050.16 41.30 Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
1963H Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 3 . 1050.14 41.30 Enbrel [PF]

= FOLLITROPIN ALFA

Note Biosimilar prescribing policy
Prescribing of a biosimilar brand, Bemfola or Ovaleap, is encouraged for treatment naive patients.

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

Note Pharmaceutical benefits that have the form follitropin alfa cartridge (Ovaleap) and pharmaceutical benefits that have the
form follitropin alfa single pen device (Gonal-f Pen), in the same corresponding strength, are equivalent for the purposes of
substitution.

Where the Ovaleap brand is supplied, the separate pen device is to be supplied to the patient where required as it is not
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packaged with the cartridges. The pen device for the Ovaleap brand can be obtained by contacting the pharmaceutical
wholesaler, or, the sponsor directly.

Note Except in cases of hypopituitarism or primary amenorrhoea, the patient should have been adequately treated with clomifene
citrate and/or gonadorelin and failed to have conceived.

Note Patients with hyperprolactinaemia should have had appropriate surgical or medical treatment prior to treatment.

Restricted benefit
Anovulatory infertility

Note Women who have had apparent ovulation induced by other agents and have failed to conceive should have laparoscopic
evidence that there is no other impediment to conception.

Note Oligomenorrhoea should have been present for at least twelve months or amenorrhoea for at least six months prior to
treatment.

Restricted benefit

Infertility

Clinical criteria:

¢ The condition must be due to hypogonadotrophic hypogonadism, AND

e The treatment must be following failure of 6 months' treatment with human chorionic gonadotrophin to achieve adequate
spermatogenesis, AND

e The treatment must be administered with human chorionic gonadotrophin.
follitropin alfa 225 units (16.5 microgram)/0.375 mL injection, 5 x 0.375 mL pen devices
10876K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
3 1 . *1353.40 41.30 Bemfola [FX]

follitropin alfa 300 units (22 microgram)/0.5 mL injection, 0.5 mL cartridge
12769C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

3 5 . *376.81 41.30 2 Ovaleap [TT]

follitropin alfa 150 units (11 microgram)/0.25 mL injection, 5 x 0.25 mL pen devices
10877L Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

3 1 . *923.56 41.30 Bemfola [FX]

follitropin alfa 900 units (66 microgram)/1.5 mL injection, 1.5 mL cartridge
12778M Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

2 5 w *746.52 41.30 2 Ovaleap [TT]

follitropin alfa 300 units (21.84 microgram)/0.5 mL injection, 0.5 mL pen device
8713N Max.Qty Packs No.ofRRpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 5 . *376.81 41.30 2 Gonal-f Pen [SG]

follitropin alfa 75 units (5.5 microgram)/0.125 mL injection, 5 x 0.125 mL pen devices
10865\ Max.Qty Packs No.ofRpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 1 . *469.21 41.30 Bemfola [FX]

follitropin alfa 450 units (32.76 microgram)/0.75 mL injection, 0.75 mL pen device
8714P Max.Qty Packs No.ofRpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 5 . *561.64 41.30 @ Gonal-f Pen [SG]

follitropin alfa 450 units (33 microgram)/0.75 mL injection, 0.75 mL cartridge
12808D Max.Qty Packs No.ofRpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 5 . *561.64 41.30 2 Ovaleap [TT]

follitropin alfa 900 units (65.52 microgram)/1.5 mL injection, 1.5 mL pen device
8715Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 5 . *746.52 41.30 @ Gonal-f Pen [SG]

= GOLIMUMAB

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 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

32 Schedule of Pharmaceutical Benefits — December 2021



Reply Paid 9826
HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab)
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 been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND

e The treatment must be in place of tocilizumab due to the critical supply shortage of tocilizumab, AND
e Patient must not receive more than 24 weeks of treatment under this restriction, 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 , or ceased to respond to, PBS-subsidised biological medicine treatment for this
condition 5 times, AND

¢ The treatment must be given concomitantly with methotrexate at a dose of at least 7.5 mg weekly.

Population criteria:

e Patient must be aged 18 years or older.

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 has received 12 weeks or more of therapy with tocilizumab as their most recent treatment, evidence of a
response must be provided.

If a patient has not received a minimum of 12 weeks therapy with tocilizumab, evidence of a response is not required to be
provided under this restriction. This switch in therapy from tocilizumab will not be counted as treatment failure to tocilizumab.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

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

(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).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response will 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 demonstrated on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker will be used to determine response.

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 The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adults with severe active rheumatoid arthritis. This listing is a temporary listing and is only to be used to
transfer patients currently receiving PBS subsidised treatment with tocilizumab to another biological medicine, where
tocilizumab is not available due to the current critical medicines shortage.

The term biological medicine refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab), the chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor
(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib,
upadacitinib).

Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - critical shortage of tocilizumab' PBS listing.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: First continuing treatment - Critical shortage of tocilizumab - Temporary listing
Treatment criteria:
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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 Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab),
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 per continuing treatment course authorised 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:
e Patient must be aged 18 years or older.
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).
Where the baseline active joint count is based on total active joints (i.e. more than 20 active joints), response will 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 demonstrated on the total number of major joints. If only an ESR or CRP level is
provided with the initial application, the same marker will 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.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adults with severe active rheumatoid arthritis.
This PBS listings is a temporary listing and may only be used when an application for initial supply of this medicine has been
made under Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab).

golimumab 50 mg/0.5 mL injection, 0.5 mL pen device
12744R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 1160.58  41.30 Simponi [JC]

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
12703N Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 1160.58  41.30 Simponi [JC]

=» HIGH FAT FORMULA WITH VITAMINS, MINERALS AND TRACE ELEMENTS AND LOW IN PROTEIN
AND CARBOHYDRATE

Note Authorisation for an increased maximum quantity, up to double the stated 'Max qty packs' value, may be sought.

Note No increase in the maximum number of repeats may be authorised.
Authority required
Ketogenic diet
Clinical criteria:
e Patient must have intractable seizures requiring treatment with a ketogenic diet; OR
e Patient must have a glucose transport protein defect; OR
e Patient must have pyruvate dehydrogenase deficiency, AND

e Patient must have severe intestinal malabsorption of whole protein ketogenic diet formula, AND
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o Patient must have unsuccessfully trialled at least one of the PBS-listed products with the indication of: 'Ketogenic diet'.
This product must only be used under strict supervision of a dietitian, together with a metabolic physician and/or neurologist.
high fat formula with vitamins, minerals and trace elements and low in protein and carbohydrate (4:1 ratio
medium chain fat to carbohydrate plus protein) oral liquid, 30 x 250 mL cartons
12789D Max.Qty Packs No.ofRRpts  Premium $ DPMQ$  MRVSN $ Brand Name and Manufacturer

@ 6 5 . *1539.04 41.30 KetoVie Peptide 4:1 [QH]

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

Authority required

Chronic treatment of hereditary angioedema Types 1 or 2

Treatment Phase: Initial 1: New patient (commencing with no previous treatment with C1-INH for routine prophylaxis)

Clinical criteria:

e Patient must have experienced at least 12 treated acute attacks of hereditary angioedema within the 6 month period prior
to commencing treatment with this drug, AND

e Patient must not have been receiving a Cl-esterase inhibitor through the National Blood Authority as routine prophylaxis
for hereditary angioedema at the time of application, AND

¢ The treatment must not be used in combination with a Cl-esterase inhibitor concentrate.

Treatment criteria:

e Must be treated by a clinical immunologist or a specialist allergist.
Population criteria:
e Patient must be aged 12 years or older.
For the purposes of administering this restriction, acute attacks of hereditary angioedema are those of a severity
necessitating immediate medical intervention with either (i) icatibant, or (ii) C1-esterase inhibitor concentrate
The baseline measurement of the number of treated acute attacks of hereditary angioedema within the 6 months prior to
initiating treatment must be provided at the time of submitting this application.
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 treatment of hereditary angioedema Types 1 or 2

Treatment Phase: Initial 2: New patient (commencing from National Blood Authority-funded C1-INH)
Clinical criteria:

e Patient must have been receiving a Cl-esterase inhibitor through the National Blood Authority as routine prophylaxis for
hereditary angioedema immediately prior to receiving lanadelumab, AND

e The treatment must not be used in combination with a Cl-esterase inhibitor concentrate.
Treatment criteria:

e Must be treated by a clinical immunologist or a specialist allergist.
Population criteria:
o Patient must be aged 12 years or older.
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 treatment of hereditary angioedema Types 1 or 2

Treatment Phase: Initial 3: Grandfather patient (commencing from non-PBS-subsidised treatment with this drug)
Clinical criteria:

e Patient must have previously received non-PBS-subsidised treatment with this drug as routine prophylaxis for hereditary
angioedema prior to 1 December 2021, AND

General Pharmaceutical Benefits 35



Note

Note
Note

o Patient must have experienced at least 12 treated acute attacks of hereditary angioedema within the 6 month period prior
to commencing treatment with this drug; OR

e Patient must have been receiving a Cl-esterase inhibitor through the National Blood Authority as routine prophylaxis for
hereditary angioedema immediately prior to receiving lanadelumab, AND

¢ The treatment must not be used in combination with a Cl-esterase inhibitor concentrate.

Treatment criteria:

e Must be treated by a clinical immunologist or a specialist allergist.

Population criteria:

o Patient must be aged 12 years or older.

For the purposes of administering this restriction, acute attacks of hereditary angioedema are those of a severity

necessitating immediate medical intervention with either (i) icatibant, or (ii) C1-esterase inhibitor concentrate

The baseline measurement of the number of treated acute attacks of hereditary angioedema within the 6 months prior to

initiating treatment must be provided at the time of submitting this application.

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

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

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

Note

Authority required

Chronic treatment of hereditary angioedema Types 1 or 2

Treatment Phase: Continuing preventative treatment

Clinical criteria:

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

e Patient must have demonstrated or sustained an adequate response to PBS-subsidised treatment with this drug for this
condition, AND

e The treatment must not be PBS-subsidised in combination with a C1-esterase inhibitor concentrate.

Treatment criteria:

e Must be treated by a specialist allergist or clinical immunologist, or in consultation with a specialist allergist or clinical
immunologist.

Population criteria:

e Patient must be aged 12 years or older.

Patients who have successfully transitioned to a lower dosing frequency should be reviewed every 6 months to ensure they

continue to demonstrate a sustained response

For the purposes of administering this restriction, an adequate response is a reduction of the baseline number of acute

attacks of hereditary angioedema of a severity necessitating immediate medical intervention with either (i) icatibant, or (ii)

Cl-esterase inhibitor concentrate. The details of the reduction must be documented in the patient's medical records for

auditing purposes.

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).

lanadelumab 300 mg/2 mL injection, 2 mL syringe
12790E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 18601.32  41.30  Takhzyro [TK]

= 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

Note
Note
Note

male patients must be avoided during treatment and during the 6 months period after cessation of treatment.

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

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

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:

e 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.

Population criteria:
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o 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
12785X Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
@ 2 2 . *1061.42 41.30 Ibavyr [IX]

= RIPRETINIB

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

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

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

Note Special Pricing Arrangements apply.

Authority required

Metastatic or unresectable malignant gastrointestinal stromal tumour

Treatment Phase: Initial treatment

Clinical criteria:

e The condition must not be resectable, AND

e The treatment must be as monotherapy, AND

e The condition must have progressed despite treatment with all drugs PBS-listed specifically for this PBS-indication; OR

e The condition must have progressed despite each of: (i) treatment with a drug PBS-listed specifically listed for this PBS-
indication, (ii) an intolerance/expected intolerance to all other drugs PBS-listed for this specific PBS-indication, AND

e Patient must have a WHO performance status of 2 or less.

Treatment criteria:

e Patient must be undergoing PBS-subsidised treatment with this drug for the first time - retreatment/continuing treatment
beyond the available repeat prescription is not permitted under this listing; see 'Continuing treatment' Treatment Phase
listing to continue PBS-subsidised treatment in a patient without disease progression.

Note Currently PBS-listed drugs with the indication of: 'metastatic or unresectable malignant gastrointestinal stromal tumour' are:
imatinib and sunitinib

Authority required

Metastatic or unresectable malignant gastrointestinal stromal tumour

Treatment Phase: Continuing treatment

Clinical criteria:

e The condition must not be resectable, AND

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

e The treatment must be as monotherapy, AND

e Patient must not have developed disease progression while receiving treatment with this drug for this condition.
ripretinib 50 mg tablet, 90
12764T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 . 16303.16  41.30 Qinlock [TS]

» SEMAGLUTIDE
Note This drug is not PBS-subsidised for use as monotherapy or in combination with a dipeptidyl peptidase 4 inhibitor (gliptin), a
thiazolidinedione (glitazone) or an SGLT2 inhibitor.
Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)

5500

Diabetes mellitus type 2

Clinical criteria:

e The treatment must be in combination with metformin; OR

e The treatment must be in combination with a sulfonylurea, AND

e Patient must have a contraindication to a combination of metformin and a sulfonylurea; OR

e Patient must not have tolerated a combination of metformin and a sulfonylurea, AND

e Patient must have, or have had, a HbAlc measurement greater than 7% prior to the initiation of a dipeptidyl peptidase 4

inhibitor (gliptin), a thiazolidinedione (glitazone), a glucagon-like peptide-1 or a sodium-glucose co-transporter 2 (SGLT2)
inhibitor despite treatment with either metformin or a sulfonylurea; OR

e Patient must have, or have had, where HbAlc measurement is clinically inappropriate, blood glucose levels greater than
10 mmol per L in more than 20% of tests over a 2 week period prior to initiation with a gliptin, a glitazone, a glucagon-like
peptide-1 or an SGLT2 inhibitor despite treatment with either metformin or a sulfonylurea.

The date and level of the qualifying HbAlc measurement must be, or must have been, documented in the patient's medical

records at the time treatment with a gliptin, a glitazone, a glucagon-like peptide-1 or an SGLT2 inhibitor is initiated.

The HbA1c must be no more than 4 months old at the time treatment with a gliptin, a glitazone, a glucagon-like peptide-1 or

an SGLT2 inhibitor was initiated.

Blood glucose monitoring may be used as an alternative assessment to HbAlc levels in the following circumstances:

(a) A clinical condition with reduced red blood cell survival, including haemolytic anaemias and haemoglobinopathies; and/or
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(b) Had red cell transfusion within the previous 3 months.

The results of the blood glucose monitoring, which must be no more than 4 months old at the time of initiation of treatment

with a gliptin, a glitazone, a glucagon-like peptide-1 or an SGLT2 inhibitor, must be documented in the patient's medical

records.

Authority required (STREAMLINED)

5478

Diabetes mellitus type 2

Clinical criteria:

e The treatment must be in combination with metformin, AND

e The treatment must be in combination with a sulfonylurea, AND

e Patient must have, or have had, a HbAlc measurement greater than 7% prior to the initiation of a dipeptidyl peptidase 4
inhibitor (gliptin), a thiazolidinedione (glitazone), a glucagon-like peptide-1 or a sodium-glucose co-transporter 2 (SGLT2)
inhibitor despite treatment with maximally tolerated doses of metformin and a sulfonylurea; OR

e Patient must have, or have had, where HbAlc measurement is clinically inappropriate, blood glucose levels greater than
10 mmol per L in more than 20% of tests over a 2 week period prior to initiation with a gliptin, a glitazone, a glucagon-like
peptide-1 or an SGLT2 inhibitor despite treatment with maximally tolerated doses of metformin and a sulfonylurea.

The date and level of the qualifying HbAlc measurement must be, or must have been, documented in the patient's medical

records at the time treatment with a gliptin, a glitazone, a glucagon-like peptide-1 or an SGLT2 inhibitor is initiated.

The HbA1c must be no more than 4 months old at the time treatment with a gliptin, a glitazone, a glucagon-like peptide-1 or

an SGLT2 inhibitor was initiated.

Blood glucose monitoring may be used as an alternative assessment to HbAlc levels in the following circumstances:

(a) A clinical condition with reduced red blood cell survival, including haemolytic anaemias and haemoglobinopathies; and/or

(b) Had red cell transfusion within the previous 3 months.

The results of the blood glucose monitoring, which must be no more than 4 months old at the time of initiation of treatment

with a gliptin, a glitazone, a glucagon-like peptide-1 or an SGLT2 inhibitor, must be documented in the patient's medical

records.

Authority required (STREAMLINED)

5469

Diabetes mellitus type 2

Clinical criteria:

e The treatment must be in combination with insulin, AND

e The treatment must be in combination with metformin unless contraindicated or not tolerated, AND

e Patient must have, or have had, a HbAlc measurement greater than 7% prior to the initiation of a dipeptidyl peptidase 4
inhibitor (gliptin), a thiazolidinedione (glitazone), a glucagon-like peptide-1 or a sodium-glucose co-transporter 2 (SGLT2)
inhibitor despite treatment with insulin and oral antidiabetic agents, or insulin alone where metformin is contraindicated,;
OR

e Patient must have, or have had, where HbAlc measurement is clinically inappropriate, blood glucose levels greater than
10 mmol per L in more than 20% of tests over a 2 week period prior to initiation with a gliptin, a glitazone, a glucagon-like
peptide-1 or an SGLT2 inhibitor despite treatment with insulin and oral antidiabetic agents, or insulin alone where
metformin is contraindicated.

The date and level of the qualifying HbAlc measurement must be, or must have been, documented in the patient's medical

records at the time treatment with a gliptin, a glitazone, a glucagon-like peptide-1 or an SGLT2 inhibitor is initiated.

The HbA1c must be no more than 4 months old at the time treatment with a gliptin, a glitazone, a glucagon-like peptide-1 or

an SGLT2 inhibitor was initiated.

Blood glucose monitoring may be used as an alternative assessment to HbAlc levels in the following circumstances:

(a) A clinical condition with reduced red blood cell survival, including haemolytic anaemias and haemoglobinopathies; and/or

(b) Had red cell transfusion within the previous 3 months.

The results of the blood glucose monitoring, which must be no more than 4 months old at the time of initiation of treatment

with a gliptin, a glitazone, a glucagon-like peptide-1 or an SGLT2 inhibitor, must be documented in the patient's medical

records.

semaglutide 1.34 mg/mL injection, 1 x 3 mL pen device
12075M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

11 5 . 132.89 41.30 Ozempic [NQO]

semaglutide 1.34 mg/mL injection, 1 x 1.5 mL pen device
12080T Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 132.89  41.30 Ozempic [NO]

= TOCILIZUMAB
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. 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
Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and
etanercept for patients over 18 years who have a history of juvenile idiopathic arthritis with onset prior to the age of 18 years.
This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS-subsidised treatment
with tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines
shortage.
Alternative biological medicine refers to adalimumab and etanercept.
Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.
Authority required
Severe active juvenile idiopathic arthritis
Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to
tocilizumab after resolution of the critical shortage of tocilizumab)
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 been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND
« Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of
tocilizumab due to the critical supply shortage of tocilizumab, AND
e Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
e Patient must be aged 18 years or older.
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 has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment,
evidence of a response must be provided.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a
response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment.
Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate
response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved.
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) an active joint count of fewer than 10 active (swollen and tender) joints; or
(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or
(c) 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
(ii) shoulder, cervical spine 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).
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 they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.
tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12761P Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 . 811.89 41.30 Actemra ACTPen [RO]
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tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12762Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ$ MRVSN$  Brand Name and Manufacturer

1 3 . 811.89 41.30 Actemra Subcutaneous
Injection [RO]

=» TOCILIZUMAB

Note

Note

Note

The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

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

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and
etanercept for patients who have severe active juvenile idiopathic arthritis.

This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS subsidised treatment with
tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines shortage.
Alternative biological medicine refers to adalimumab and etanercept.

Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.

Authority required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to
tocilizumab after resolution of the critical shortage of tocilizumab)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

o Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

e Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of
tocilizumab due to the critical supply shortage of tocilizumab.

Population criteria:

e Patient must be under 18 years of age.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

Patients under 30 kg may receive up to 24 weeks of treatment under this restriction. Patients 30 kg and over may receive up

to 16 weeks of treatment under this restriction.

If a patient has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment,

evidence of a response must be provided.

If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a

response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment.

Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate

response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

An adequate response to treatment is defined as:

(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

(ii) shoulder, cervical spine 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).

To demonstrate a response to treatment the application must be accompanied with the assessment of response, conducted

following a minimum of 12 weeks of therapy and no later than 4 weeks from cessation of the most recent course of

biological medicine. It is recommended that an application for the continuing treatment be submitted no later than 4 weeks

from the date of completion of the most recent course of treatment. This is to ensure treatment continuity for those who meet

the continuing restriction.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to

respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in

the necessity for permanent withdrawal of treatment.
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If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12
months have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices

12767Y

Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
1 1 . 811.89 41.30 Actemra ACTPen [RO]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes

12768B

Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
1 1 . 811.89 41.30 Actemra Subcutaneous
Injection [RO]

=» TOCILIZUMAB

Note

Note

Note
Note
Note

The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

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

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

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

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adults with severe active rheumatoid arthritis. This listing is a temporary listing and is only to be used to
transfer patients back to tocilizumab from another biological medicine, where treatment was changed due to unavailability of
tocilizumab due to the critical medicines shortage.

The term biological medicine refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab), the chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor
(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib,
upadacitinib).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to

tocilizumab after resolution of the critical shortage of tocilizumab)

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 been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

o Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of
tocilizumab due to the critical supply shortage of tocilizumab, AND

¢ Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

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 has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment,

evidence of a response must be provided.

If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a

response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment.

Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate

response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

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.
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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).
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.

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL pen devices
12792G Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 3 - 811.89 41.30 Actemra ACTPen [RO]

tocilizumab 162 mg/0.9 mL injection, 4 x 0.9 mL syringes
12806B Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 3 . 811.89 41.30 Actemra Subcutaneous
Injection [RO]

» VENETOCLAX

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 888 333.

Authority required

Acute Myeloid Leukaemia

Clinical criteria:

e The condition must be previously untreated at the time of initiation with this drug (except for essential treatment with
hydroxyurea or leukapheresis), AND

e Patient must not be considered eligible for standard intensive remission induction chemotherapy at the time of initiation
with this drug, AND

e The treatment must be used in combination with azacitidine (refer to Product Information for timing of azacitidine and
venetoclax doses), AND

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

AND

e The condition must not be acute promyelocytic leukaemia.

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.

venetoclax 50 mg tablet, 7
12773G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

4 2 . *997.78 41.30 Venclexta [VE]

venetoclax 100 mg tablet, 120
12803W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 2 . 7784.24 41.30 Venclexta [VE]
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Highly Specialised Drugs Program
(Private Hospital)

= 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)
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, or WHO Functional Class IV PAH,
AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes: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 Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (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

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.

Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH

agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may

commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease

at the time the application to swap therapy is submitted.

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received their most recent course of PBS-subsidised treatment with this PAH agent for this condition,

AND

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

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

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.
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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. EST Monday to Friday).

ambrisentan 10 mg tablet, 30

0649\ Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 1892.32 2@ Ambrisentan Mylan [AF] 2 Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]
ambrisentan 5 mg tablet, 30
0648T Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 1892.32 @ Ambrisentan Mylan [AF] a2 Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]

» AMBRISENTAN

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

at least 3 months following cessation of therapy.

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Authority applications for each agent in combination therapy should be made at the same time to reduce administrative

handling. However, dosing of each agent need not occur simultaneously to be considered as '‘combination therapy'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)

Clinical criteria:

o 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.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(i) ECHO composite assessment; and

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

Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in

descending order, for the purposes of initiation of PBS-subsidised treatment:

(1) RHC plus ECHO composite assessments;

(2) RHC composite assessment plus 6MWT;

(3) RHC composite assessment only.

In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration

based on the results of the following test combinations, which are listed in descending order of preference:

(1) ECHO composite assessment plus 6MWT;

(2) ECHO composite assessment only.

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular

test(s) could not be conducted must be provided with the authority application.

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

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

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

e Heritable PAH
¢ BMPR2 mutation
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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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
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For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

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

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).
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ambrisentan 10 mg tablet, 30

12180C Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1892.32 2 Ambrisentan Mylan [AF] @ Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]
ambrisentan 5 mg tablet, 30
12201E Max.Qty Packs No. of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1892.32 2 Ambrisentan Mylan [AF] @ Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]
= AZACITIDINE

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
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 . *1393.78 2 Azacitidine Accord [OC] a2 AZACITIDINE DR.REDDY'S [RI]
@ Azacitidine Juno [JO] 2 Azacitidine-Teva [TB]
@ Azadine [RZ] 2 Celazadine [CJ]
= BOSENTAN

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

at least 3 months following cessation of therapy.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Cessation of treatment (all patients)

Clinical criteria:

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

e The treatment must be for the purpose of gradual dose reduction prior to ceasing therapy.

Treatment criteria:

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

month will not be approved.

bosentan 62.5 mg tablet, 60

12143D Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 . . 455.64 2 Bosentan APO [GX] @ Bosentan Cipla [LR]
@ BOSENTAN DR.REDDY'S [RI] 2 Bosentan Mylan [AF]
@ Bosentan RBX [RA] 2 Bosentan Sandoz [SZ]
@ 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 (new patients)

Clinical criteria:

o 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, or WHO Functional Class IV PAH,

AND

e The treatment must be the sole PBS-subsidised PAH agent for this condition.
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The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) two completed authority prescription forms; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(ii) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 2 (change)
Clinical criteria:

e Patient must have documented WHO Functional Class Il PAH, or WHO Functional Class Il PAH, or WHO Functional
Class IV PAH, AND
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¢ Patient must have had their most recent course of PBS-subsidised treatment for this condition with a PAH agent other
than this agent, AND

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.

Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH

agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may

commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease

at the time the application to swap therapy is submitted.

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

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. EST Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received their most recent course of PBS-subsidised treatment with this PAH agent for this condition,

AND

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

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

A maximum of 5 repeats may be requested.

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

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

bosentan 125 mg tablet, 60

6430K Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 455.64 2 Bosentan APO [GX] 2 Bosentan Cipla [LR]
2 BOSENTAN DR.REDDY'S [RI] @ Bosentan GH [GQ)]
@ Bosentan Mylan [AF] @ Bosentan RBX [RA]
@ Bosentan Sandoz [SZ] 2 BOSLEER [RW]

2 Tracleer [JC]

bosentan 62.5 mg tablet, 60

6429] Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 455.64 2 Bosentan APO [GX] 2 Bosentan Cipla [LR]
2 BOSENTAN DR.REDDY'S [RI] 2 Bosentan Mylan [AF]
2 Bosentan RBX [RA] @ Bosentan Sandoz [SZ]
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.
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Note Authority applications for each agent in combination therapy should be made at the same time to reduce administrative
handling. However, dosing of each agent need not occur simultaneously to be considered as ‘combination therapy'.

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)
Clinical criteria:
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
e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes: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. 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

Highly Specialised Drugs Program (Private Hospital) 51



Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

o Patient must have failed to achieve/maintain WHO Functional Class |l 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.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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.

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:
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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. EST Monday to Friday).

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 . 455.64 2 Bosentan APO [GX] 2 Bosentan Cipla [LR]
@ BOSENTAN DR.REDDY'S [RI] 2 Bosentan Mylan [AF]
@ Bosentan RBX [RA] 2 Bosentan Sandoz [SZ]
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 Authority applications for each agent in combination therapy should be made at the same time to reduce administrative
handling. However, dosing of each agent need not occur simultaneously to be considered as ‘combination therapy'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)

Clinical criteria:

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 endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(i) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and
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(ii) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum 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 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

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

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

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

Authority required

Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 3 (dual therapy - change)
Clinical criteria:

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

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

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Note Where 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.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Triple therapy - Initial treatment or continuing treatment of triple combination therapy (including dual

therapy in lieu of triple therapy) that includes selexipag

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

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

therapy - change)' treatment phase restriction.

bosentan 125 mg tablet, 60

12146G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 455.64 @ Bosentan APO [GX] 2 Bosentan Cipla [LR]
2 BOSENTAN DR.REDDY'S [RI] 2 Bosentan GH [GQ)]
@ Bosentan Mylan [AF] 2 Bosentan RBX [RA]
@ Bosentan Sandoz [SZ] 2 BOSLEER [RW]

2 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)

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 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.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

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

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

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

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

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

(i) RHC composite assessment; and

(ii) ECHO composite assessment; and

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

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

(1) RHC plus ECHO composite assessments;

(2) RHC composite assessment plus 6MWT;

(3) RHC composite assessment only.
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In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 2 (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.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.
Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH
agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may
commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease
at the time the application to swap therapy is submitted.
Applications to swap between the 8 PAH agents must be made under the relevant initial treatment (monotherapy) restriction.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

Authority required

Pulmonary arterial hypertension (PAH)
Treatment Phase: Continuing treatment
Clinical criteria:
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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.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum guantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)
Clinical criteria:
e Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND
¢ Patient must have documented PAH of WHO Functional Class IV severity at the time dual therapy is initiated, AND
¢ The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:
(c) epoprostenol, (d) iloprost.
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(i) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(iiif) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:ldiopathic PAH
e Heritable PAH
¢ BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
e Drugs and toxins induced PAH
e PAH associated with:
e Connective tissue disease
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Human immunodeficiency virus (HIV) infection
Portal hypertension

Congenital heart disease

Schistosomiasis

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

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 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.
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The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

Note 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: Continuing treatment (dual therapy)

Clinical criteria:

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

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: 'Grandfathered' patient (dual therapy) - transitioning from non-PBS subsidised to PBS-subsidised dual

therapy where each PAH agent has been non-PBS subsidised

Clinical criteria:

e Patient must have been receiving non-PBS-subsidised dual therapy with PAH agents consisting of a phosphodiesterase-
5 inhibitor combined with a prostanoid, where each agent was non-PBS-subsidised, prior to 1 March 2021, AND

e The condition must be PAH that was of WHO Functional Class Ill severity at the time dual therapy was initiated; OR

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

o Patient must have failed to achieve/maintain WHO Functional Class |l status with at least one of the following PBS-
subsidised therapies if non-PBS-subsidised dual therapy was initiated for WHO Functional Class 11l/IV PAH: (i) endothelin
receptor antagonist monotherapy, (ii) phosphodiesterase-5 inhibitor monotherapy, (iii) prostanoid monotherapy; OR

e The treatment must have been initiated as part of non-PBS-subsidised dual therapy for an untreated patient with 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.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be lodged either electronically or via mail/postal service and include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension Initial Grandfather dual therapy authority application form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(i) ECHO composite assessment; and
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(i) 6 Minute Walk Test (6MWT).
Where it was not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination,
in descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC could not 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 were able to be performed on clinical grounds, a patient specific reason outlining why the
particular test(s) could not be conducted must be provided with the authority application.
Where a RHC could not be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
A patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a Grandfathered patient must qualify under the Continuing treatment criteria for dual therapy for this condition.
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 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

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

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'.

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 . *933.58 2 Flolan [GK]

epoprostenol 500 microgram injection, 1 vial

10111E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
30 5 . *1046.08 2 EPOPROSTENOL SUN [RA] 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
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:
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e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(ii) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (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

¢ 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.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.
Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH
agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may
commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease
at the time the application to swap therapy is submitted.
Applications to swap between the 8 PAH agents must be made under the relevant initial treatment (monotherapy) restriction.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum guantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)

Clinical criteria:

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

e Patient must have documented PAH of WHO Functional Class IV severity at the time dual therapy is initiated, AND

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

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

(i) RHC composite assessment; and

(i) ECHO composite assessment; and

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

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

(1) RHC plus ECHO composite assessments;
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Note

Note

Note

(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum 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.
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
o 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

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 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 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

The maximum 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.
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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. EST Monday to Friday).

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Note 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: Continuing treatment (dual therapy)

Clinical criteria:

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

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: 'Grandfathered' patient (dual therapy) - transitioning from non-PBS subsidised to PBS-subsidised dual

therapy where each PAH agent has been non-PBS subsidised

Clinical criteria:

e Patient must have been receiving non-PBS-subsidised dual therapy with PAH agents consisting of a phosphodiesterase-
5 inhibitor combined with a prostanoid, where each agent was non-PBS-subsidised, prior to 1 March 2021, AND

e The condition must be PAH that was of WHO Functional Class Ill severity at the time dual therapy was initiated; OR

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

e Patient must have failed to achieve/maintain WHO Functional Class Il status with at least one of the following PBS-
subsidised therapies if non-PBS-subsidised dual therapy was initiated for WHO Functional Class 11l/IV PAH: (i) endothelin
receptor antagonist monotherapy, (ii) phosphodiesterase-5 inhibitor monotherapy, (iii) prostanoid monotherapy; OR
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e The treatment must have been initiated as part of non-PBS-subsidised dual therapy for an untreated patient with 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.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be lodged either electronically or via mail/postal service and include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension Initial Grandfather dual therapy authority application form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it was not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination,
in descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC could not 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 were able to be performed on clinical grounds, a patient specific reason outlining why the
particular test(s) could not be conducted must be provided with the authority application.
Where a RHC could not be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
A patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a Grandfathered patient must qualify under the Continuing treatment criteria for dual therapy for this condition.
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 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

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

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'.
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epoprostenol 1.5 mg injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack
11082G Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

30 5 .. *1827.58 2 Flolan [GK]

epoprostenol 1.5 mg injection, 1 vial
10129D Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

30 5 . *1827.58 @ EPOPROSTENOL SUN [RA] @ Veletri [JC]

» ETANERCEPT

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

Authority required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

o Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

e The treatment must be in place of tocilizumab due to the critical supply shortage of tocilizumab, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

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

Population criteria:

e Patient must be under 18 years of age.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

At the time of authority application, medical practitioners must request the appropriate number of injections to provide

sufficient for four weeks of treatment. Up to a maximum of 5 repeats will be authorised.

If a patient has received 12 weeks or more of therapy with tocilizumab as their most recent treatment, evidence of a

response must be provided.

If a patient has not received a minimum of 12 weeks therapy with tocilizumab, evidence of a response is not required to be

provided under this restriction. This switch in therapy from tocilizumab will not be counted as treatment failure to tocilizumab.

An adequate response to treatment is defined as:

(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, cervical spine 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 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 they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.

A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive

further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12

months have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this

cycle and the date of the first application under a new cycle under the initial 3 treatment restriction.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be

eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.
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If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

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 The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and
etanercept for patients who have severe active juvenile idiopathic arthritis.
This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS subsidised treatment with
tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines shortage.
Alternative biological medicine refers to adalimumab and etanercept.
Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.

Authority required
Severe active juvenile idiopathic arthritis
Treatment Phase: First continuing treatment - Critical shortage of tocilizumab - Temporary listing
Treatment criteria:
e Must be treated by a rheumatologist; OR
o Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
Clinical criteria:
o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab),
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 per continuing treatment course authorised under this
restriction.

Population criteria:
e Patient must be under 18 years of age.
An adequate response to treatment is defined as:
(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, cervical spine 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).
Determination of whether a response has been demonstrated to initial and subsequent courses of treatment will be based
on the baseline measurement of joint count submitted with the initial treatment application.
The authority application must be made in writing and must include:
(1) completed authority prescription form(s); and
(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.
At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 5 repeats will be authorised.
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab and
etanercept for a patient who has severe active juvenile idiopathic arthritis.
This PBS listings is a temporary listing and may only be used when an application for initial supply of this medicine has been
made under Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab).

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
12736H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 984.60  Enbrel [PF]
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etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
12734F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 496.20  Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
12757K Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 984.60  Enbrel [PF]

= 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)
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, or WHO Functional Class IV PAH,
AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT,;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes: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
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. EST Monday to Friday).

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (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

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.

Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH

agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may

commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease

at the time the application to swap therapy is submitted.

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received their most recent course of PBS-subsidised treatment with this PAH agent for this condition,

AND

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

macitentan 10 mg tablet, 30
10134) Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 2780.43  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.

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

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)
Clinical criteria:
o Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND
o Patient must currently have WHO Functional Class Il PAH or WHO Functional Class IV PAH, AND
e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(i) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:ldiopathic PAH
e Heritable PAH
¢ BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
¢ Drugs and toxins induced PAH
e PAH associated with:
e Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. EST Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required
Pulmonary arterial hypertension (PAH)

Schedule of Pharmaceutical Benefits — December 2021



Treatment Phase: Continuing treatment (dual therapy)
Clinical criteria:

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

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

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

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Triple therapy - Initial treatment or continuing treatment of triple combination therapy (including dual

therapy in lieu of triple therapy) that includes selexipag

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

macitentan 10 mg tablet, 30
12135Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 2780.43  Opsumit [JC]

= 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
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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

(1) 2 2 . *995.78  Ibavyr [IX]

= 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 || PAH, or WHO Functional Class IIl PAH, AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:ldiopathic PAH
e Heritable PAH
e 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
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

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

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 2 (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.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.
Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH
agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may
commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease
at the time the application to swap therapy is submitted.
Applications to swap between the 8 PAH agents must be made under the relevant initial treatment (monotherapy) restriction.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

sildenafil 20 mg tablet, 90
9605M Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 183.90 @ APO-Sildenafil PHT [TX] a Revatio [UJ]
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@ SILDATIO PHT [RW] 2 Sildenafil AN PHT 20 [EA]
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.
Note Authority applications for each agent in combination therapy should be made at the same time to reduce administrative

handling. However, dosing of each agent need not occur simultaneously to be considered as '‘combination therapy'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)

Clinical criteria:

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

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

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

e The treatment must form part dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor, but only for WHO Functional 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.

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(ii) ECHO composite assessment; and

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

Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in

descending order, for the purposes of initiation of PBS-subsidised treatment:

(1) RHC plus ECHO composite assessments;

(2) RHC composite assessment plus 6MWT;

(3) RHC composite assessment only.

In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration

based on the results of the following test combinations, which are listed in descending order of preference:

(1) ECHO composite assessment plus 6MWT;

(2) ECHO composite assessment only.

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular

test(s) could not be conducted must be provided with the authority application.

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

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

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

e Heritable PAH
¢ BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
e Drugs and toxins induced PAH
e PAH associated with:
o Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis
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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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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.
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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. EST Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: 'Grandfathered' patient (dual therapy) - transitioning from non-PBS subsidised to PBS-subsidised dual

therapy where each PAH agent has been non-PBS subsidised

Clinical criteria:

e Patient must have been receiving non-PBS-subsidised dual therapy with PAH agents consisting of a phosphodiesterase-
5 inhibitor combined with a prostanoid, where each agent was non-PBS-subsidised, prior to 1 March 2021, AND

¢ The condition must be PAH that was of WHO Functional Class Il severity at the time dual therapy was initiated; OR

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

e Patient must have failed to achieve/maintain WHO Functional Class Il status with at least one of the following PBS-
subsidised therapies if non-PBS-subsidised dual therapy was initiated for WHO Functional Class 11l/IV PAH: (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 prostanoid, (ii) one phosphodiesterase-5
inhibitor, where non-PBS subsidised prostanoid-PDE-5i dual therapy was initiated in an untreated patient with Class IV
disease severity; OR

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor, where non-PBS subsidised prostanoid-PDE-5i dual therapy was initiated in a patient with Class Ill/IV disease
severity that had been treated with at least endothelin receptor/phosphodiesterase-5 inhibitor/prostanoid 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, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be lodged either electronically or via mail/postal service and include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension Initial Grandfather dual therapy authority application form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(i) ECHO composite assessment; and

(i) 6 Minute Walk Test (6MWT).
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Where it was not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination,
in descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC could not 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 were able to be performed on clinical grounds, a patient specific reason outlining why the
particular test(s) could not be conducted must be provided with the authority application.
Where a RHC could not be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
A patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a Grandfathered patient must qualify under the Continuing treatment criteria for dual therapy for this condition.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:ldiopathic PAH
e Heritable PAH
¢ BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
¢ Drugs and toxins induced PAH
e PAH associated with:
e Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.

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.
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The results and date of the RHC, ECHO and 6 MWT as applicable must be included in the patient's medical record. Where
a RHC cannot be performed on clinical grounds, the written confirmation of the reasons why must also be included in the
patient's medical record.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

sildenafil 20 mg tablet, 90

12138W Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 183.90 @ APO-Sildenafil PHT [TX] 2 Revatio [UJ]
2 SILDATIO PHT [RW] 2 Sildenafil AN PHT 20 [EA]
2 Sildenafil PHT APOTEX [TY] 2 Sildenafil Sandoz PHT 20 [SZ]
= 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:
e Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
Clinical criteria:
e Patient must have WHO Functional Class Il PAH, or WHO Functional Class Il PAH, AND
¢ The treatment must be the sole PBS-subsidised PAH agent for this condition.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(i) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum 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 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

80 Schedule of Pharmaceutical Benefits — December 2021



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

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 2 (change)
Clinical criteria:
¢ 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
¢ The treatment must be the sole PBS-subsidised PAH agent for this condition.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.
Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH
agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may
commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease
at the time the application to swap therapy is submitted.
Applications to swap between the 8 PAH agents must be made under the relevant initial treatment (monotherapy) restriction.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).
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tadalafil 20 mg tablet, 56
1304P Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 502.34 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.
Note Authority applications for each agent in combination therapy should be made at the same time to reduce administrative

handling. However, dosing of each agent need not occur simultaneously to be considered as 'combination therapy'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)

Clinical criteria:

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

e The treatment must form part dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor, but only for WHO Functional 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.

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(i) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(ii) ECHO composite assessment; and

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

Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in

descending order, for the purposes of initiation of PBS-subsidised treatment:

(1) RHC plus ECHO composite assessments;

(2) RHC composite assessment plus 6MWT;

(3) RHC composite assessment only.

In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration

based on the results of the following test combinations, which are listed in descending order of preference:

(1) ECHO composite assessment plus 6MWT;

(2) ECHO composite assessment only.

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular

test(s) could not be conducted must be provided with the authority application.

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

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

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

e Heritable PAH
¢ BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
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
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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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class lll severity at the time dual therapy is initiated; OR

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

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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.
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A maximum of 5 repeats may be requested.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

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

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.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: 'Grandfathered' patient (dual therapy) - transitioning from non-PBS subsidised to PBS-subsidised dual

therapy where each PAH agent has been non-PBS subsidised

Clinical criteria:

¢ Patient must have been receiving non-PBS-subsidised dual therapy with PAH agents consisting of a phosphodiesterase-
5 inhibitor combined with a prostanoid, where each agent was non-PBS-subsidised, prior to 1 March 2021, AND

e The condition must be PAH that was of WHO Functional Class Ill severity at the time dual therapy was initiated; OR

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

e Patient must have failed to achieve/maintain WHO Functional Class Il status with at least one of the following PBS-
subsidised therapies if non-PBS-subsidised dual therapy was initiated for WHO Functional Class 11l/IV PAH: (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 prostanoid, (ii) one phosphodiesterase-5
inhibitor, where non-PBS subsidised prostanoid-PDE-5i dual therapy was initiated in an untreated patient with Class IV
disease severity; OR

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor, where non-PBS subsidised prostanoid-PDE-5i dual therapy was initiated in a patient with Class Ill/1V disease
severity that had been treated with at least endothelin receptor/phosphodiesterase-5 inhibitor/prostanoid 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, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be lodged either electronically or via mail/postal service and include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension Initial Grandfather dual therapy authority application form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(ii) ECHO composite assessment; and
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(i) 6 Minute Walk Test (6MWT).
Where it was not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination,
in descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC could not 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 were able to be performed on clinical grounds, a patient specific reason outlining why the
particular test(s) could not be conducted must be provided with the authority application.
Where a RHC could not be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
A patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a Grandfathered patient must qualify under the Continuing treatment criteria for dual therapy for this condition.
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 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Note This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.

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

(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.
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Note

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.

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).

tadalafil 20 mg tablet, 56
12150L Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 502.34 2 Adcirca [LY] @ Tadalca [CR]
@ TADALIS 20 [LR]

=» TOCILIZUMAB

Note

Note

Note

The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

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

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adults with severe active rheumatoid arthritis. This listing is a temporary listing and is only to be used to
transfer patients back to tocilizumab from another biological medicine, where treatment was changed due to unavailability of
tocilizumab due to the critical medicines shortage.

The term biological medicine refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab), the chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor
(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib,
upadacitinib).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to

tocilizumab after resolution of the critical shortage of tocilizumab)

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 been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

o Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of
tocilizumab due to the critical supply shortage of tocilizumab, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

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 has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment,

evidence of a response must be provided.

If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a

response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment.

Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate

response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

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.

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:
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(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).
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested. Up to a maximum of 3 repeats will be
authorised.

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.

tocilizumab 400 mg/20 mL injection, 20 mL vial
12805Y Max.Qty Packs No. of Rpts Premium $ DPMQ $

Brand Name and Manufacturer

1 . . 429.39

Actemra [RO]

tocilizumab 200 mg/10 mL injection, 10 mL vial
12766X Max.Qty Packs No. of Rpts Premium $ DPMQ $

Brand Name and Manufacturer

1 . . 219.66

Actemra [RO]

tocilizumab 80 mg/4 mL injection, 4 mL vial
12787B Max.Qty Packs No. of Rpts Premium $ DPMQ $

Brand Name and Manufacturer

1 . w 93.97

Actemra [RO]

=» TOCILIZUMAB

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. EST Monday to Friday).

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to

tocilizumab after resolution of the critical shortage of tocilizumab)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

o Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

o Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of
tocilizumab due to the critical supply shortage of tocilizumab, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

If a patient has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment,

evidence of a response must be provided.
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If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a
response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment.
Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate
response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved.
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.

An adequate response to treatment is defined as:

(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, cervical spine 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.

Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.

If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12
months have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and

etanercept for patients who have severe active juvenile idiopathic arthritis.

This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS subsidised treatment with
tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines shortage.
Alternative biological medicine refers to adalimumab and etanercept.

Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.

Authority required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to

tocilzumab after resolution of the critical shortage of tocilizumab)

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 been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

o Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of
tocilizumab due to the critical supply shortage of tocilizumab, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

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 has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment,

evidence of a response must be provided.

If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a

response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment.

Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate

response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

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) an active joint count of fewer than 10 active (swollen and tender) joints; or

88

Schedule of Pharmaceutical Benefits — December 2021



(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or

(c) 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, cervical spine 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.

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 they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and
etanercept for patients over 18 years who have a history of juvenile idiopathic arthritis with onset prior to the age of 18 years.
This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS-subsidised treatment
with tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines
shortage.

Alternative biological medicine refers to adalimumab and etanercept.
Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.

tocilizumab 400 mg/20 mL injection, 20 mL vial
12810F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 429.39 Actemra [RO]

tocilizumab 200 mg/10 mL injection, 10 mL vial
12795K Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 219.66 Actemra [RO]

tocilizumab 80 mg/4 mL injection, 4 mL vial
12811G Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 93.97 Actemra [RO]
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Highly Specialised Drugs Program
(Public Hospital)

= 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)
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, or WHO Functional Class IV PAH,
AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes: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
¢ PAH associated with:
o Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

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

Authority required

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

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.

Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH

agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may

commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease

at the time the application to swap therapy is submitted.

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received their most recent course of PBS-subsidised treatment with this PAH agent for this condition,

AND

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

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

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.
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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. EST Monday to Friday).

ambrisentan 10 mg tablet, 30
5608E Max.Qty Packs No.ofRpts  Premium $

DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5

1844.54 @ Ambrisentan Mylan [AF]
a PULMORIS [YC]

2 Cipla Ambrisentan [LR]
2 Volibris [ZE]

ambrisentan 5 mg tablet, 30
5607D Max.Qty Packs No.ofRpts  Premium $

DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5

1844.54 @ Ambrisentan Mylan [AF]
a PULMORIS [YC]

a2 Cipla Ambrisentan [LR]
2 Volibris [ZE]

» AMBRISENTAN

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

at least 3 months following cessation of therapy.

Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Authority applications for each agent in combination therapy should be made at the same time to reduce administrative

handling. However, dosing of each agent need not occur simultaneously to be considered as 'combination therapy'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)

Clinical criteria:

o 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.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(i) ECHO composite assessment; and

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

Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in

descending order, for the purposes of initiation of PBS-subsidised treatment:

(1) RHC plus ECHO composite assessments;

(2) RHC composite assessment plus 6MWT;

(3) RHC composite assessment only.

In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration

based on the results of the following test combinations, which are listed in descending order of preference:

(1) ECHO composite assessment plus 6MWT;

(2) ECHO composite assessment only.

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular

test(s) could not be conducted must be provided with the authority application.

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

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

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

e Heritable PAH
¢ BMPR2 mutation
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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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
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For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

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

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).
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ambrisentan 10 mg tablet, 30

12186J] Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1844.54 2 Ambrisentan Mylan [AF] 2 Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]
ambrisentan 5 mg tablet, 30
12212R Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 1844.54 2 Ambrisentan Mylan [AF] @ Cipla Ambrisentan [LR]
2 PULMORIS [YC] 2 Volibris [ZE]
= AZACITIDINE

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

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

12771E Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
14 2 . *1345.96 2 Azacitidine Accord [OC] a2 AZACITIDINE DR.REDDY'S [RI]
2 Azacitidine Juno [JO] 2 Azacitidine-Teva [TB]
2 Azadine [RZ] 2 Celazadine [CJ]
= BOSENTAN

Caution This is a category X drug and must not be given to pregnant women. Pregnancy must be avoided during treatment and for
at least 3 months following cessation of therapy.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.
Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Cessation of treatment (all patients)

Clinical criteria:

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

e The treatment must be for the purpose of gradual dose reduction prior to ceasing therapy.

Treatment criteria:

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

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

month will not be approved.

bosentan 62.5 mg tablet, 60

12140Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 . . 430.63 2 Bosentan APO [GX] @ Bosentan Cipla [LR]
@ BOSENTAN DR.REDDY'S [RI] 2 Bosentan Mylan [AF]
@ Bosentan RBX [RA] 2 Bosentan Sandoz [SZ]
@ 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 (new patients)
Clinical criteria:
o 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, or WHO Functional Class IV PAH,
AND

e The treatment must be the sole PBS-subsidised PAH agent for this condition.
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The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) two completed authority prescription forms; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(ii) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 2 (change)
Clinical criteria:

e Patient must have documented WHO Functional Class Il PAH, or WHO Functional Class Il PAH, or WHO Functional
Class IV PAH, AND
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¢ Patient must have had their most recent course of PBS-subsidised treatment for this condition with a PAH agent other
than this agent, AND

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

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.
Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH
agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may
commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease
at the time the application to swap therapy is submitted.
Applications to swap between the 8 PAH agents must be made under the relevant initial treatment (monotherapy) restriction.
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. EST Monday to Friday).

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

bosentan 125 mg tablet, 60

5619R Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 430.63 2 Bosentan APO [GX] 2 Bosentan Cipla [LR]
2 BOSENTAN DR.REDDY'S [RI] @ Bosentan GH [GQ)]
@ Bosentan Mylan [AF] @ Bosentan RBX [RA]
@ Bosentan Sandoz [SZ] 2 BOSLEER [RW]

2 Tracleer [JC]

bosentan 62.5 mg tablet, 60

5618Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 430.63 2 Bosentan APO [GX] 2 Bosentan Cipla [LR]
2 BOSENTAN DR.REDDY'S [RI] @ Bosentan Mylan [AF]
2 Bosentan RBX [RA] @ Bosentan Sandoz [SZ]
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.

Highly Specialised Drugs Program (Public Hospital) 97



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

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)
Clinical criteria:
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
e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes: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. 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
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Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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.

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:
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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. EST Monday to Friday).

bosentan 62.5 mg tablet, 60

12145F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 430.63 2 Bosentan APO [GX] 2 Bosentan Cipla [LR]
@ BOSENTAN DR.REDDY'S [RI] 2 Bosentan Mylan [AF]
@ Bosentan RBX [RA] 2 Bosentan Sandoz [SZ]
@ 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 Authority applications for each agent in combination therapy should be made at the same time to reduce administrative

handling. However, dosing of each agent need not occur simultaneously to be considered as ‘combination therapy'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)

Clinical criteria:

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 endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(i) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and
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(ii) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum 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 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

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

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

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

Authority required

Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 3 (dual therapy - change)
Clinical criteria:

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

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

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Note Where 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.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

bosentan 125 mg tablet, 60

12149K Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 430.63 2 Bosentan APO [GX] 2 Bosentan Cipla [LR]
@ BOSENTAN DR.REDDY'S [RI] 2 Bosentan GH [GQ)]
@ Bosentan Mylan [AF] 2 Bosentan RBX [RA]
@ Bosentan Sandoz [SZ] 2 BOSLEER [RW]

2 Tracleer [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

o 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.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

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

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

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

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

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

(i) RHC composite assessment; and

(ii) ECHO composite assessment; and

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

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

(1) RHC plus ECHO composite assessments;

(2) RHC composite assessment plus 6MWT;

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

(1) ECHO composite assessment plus 6MWT;

(2) ECHO composite assessment only.

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

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

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

The maximum guantity 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:
o Connective tissue disease
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

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

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

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.

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.

Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH

agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may

commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease

at the time the application to swap therapy is submitted.

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)
Treatment Phase: Continuing treatment
Clinical criteria:
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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.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum guantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)
Clinical criteria:
e Patient must not have received prior PBS-subsidised treatment with a pulmonary arterial hypertension (PAH) agent, AND
¢ Patient must have documented PAH of WHO Functional Class IV severity at the time dual therapy is initiated, AND
¢ The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:
(c) epoprostenol, (d) iloprost.
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(i) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(iiif) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:Idiopathic PAH
e Heritable PAH
¢ BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
e Drugs and toxins induced PAH
e PAH associated with:
e Connective tissue disease
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Note

Note

Human immunodeficiency virus (HIV) infection
Portal hypertension

Congenital heart disease

Schistosomiasis

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 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

Note

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

The maximum 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.

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).

Where a patient has had one PAH agent PBS-subsidised and the other non-PBS-subsidised, apply under this 'Initial 2

restriction type for each agent individually. Transitioning of the non-PBS to PBS-subsidised supply will be subject to

restrictions in Initial 2.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.
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The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

Note 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: Continuing treatment (dual therapy)

Clinical criteria:

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

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: 'Grandfathered' patient (dual therapy) - transitioning from non-PBS subsidised to PBS-subsidised dual

therapy where each PAH agent has been non-PBS subsidised

Clinical criteria:

e Patient must have been receiving non-PBS-subsidised dual therapy with PAH agents consisting of a phosphodiesterase-
5 inhibitor combined with a prostanoid, where each agent was non-PBS-subsidised, prior to 1 March 2021, AND

e The condition must be PAH that was of WHO Functional Class Ill severity at the time dual therapy was initiated; OR

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

o Patient must have failed to achieve/maintain WHO Functional Class |l status with at least one of the following PBS-
subsidised therapies if non-PBS-subsidised dual therapy was initiated for WHO Functional Class IlI/IV PAH: (i) endothelin
receptor antagonist monotherapy, (ii) phosphodiesterase-5 inhibitor monotherapy, (iii) prostanoid monotherapy; OR

e The treatment must have been initiated as part of non-PBS-subsidised dual therapy for an untreated patient with 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.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be lodged either electronically or via mail/postal service and include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension Initial Grandfather dual therapy authority application form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(i) ECHO composite assessment; and
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(i) 6 Minute Walk Test (6MWT).
Where it was not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination,
in descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC could not 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 were able to be performed on clinical grounds, a patient specific reason outlining why the
particular test(s) could not be conducted must be provided with the authority application.
Where a RHC could not be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
A patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a Grandfathered patient must qualify under the Continuing treatment criteria for dual therapy for this condition.
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 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

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

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'.

epoprostenol 1.5 mg injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack
11065) Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

30 5 . *1779.90 2 Flolan [GK]

epoprostenol 1.5 mg injection, 1 vial

10117L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
30 5 . *1779.90 2 EPOPROSTENOL SUN [RA] 2 Veletri [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)

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:
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e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(ii) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (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

¢ 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.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.

Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH

agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may

commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease

at the time the application to swap therapy is submitted.

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received their most recent course of PBS-subsidised treatment with this PAH agent for this condition,

AND

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)

Clinical criteria:

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

e Patient must have documented PAH of WHO Functional Class IV severity at the time dual therapy is initiated, AND

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

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

(i) RHC composite assessment; and

(i) ECHO composite assessment; and

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

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

(1) RHC plus ECHO composite assessments;
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(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum 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 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
o 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Note 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 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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.

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

The maximum 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.
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Note

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).

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

Note

Note

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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.

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 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

Note

Note

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

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

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

Treatment criteria:

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

For the purposes of PBS subsidy, a phosphodiesterase-5 inhibitor is one of: (a) sildenafil, (b) tadalafil; a prostanoid is one of:

(c) epoprostenol, (d) iloprost.

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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.

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 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'.

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

therapy - change)' treatment phase restriction.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: 'Grandfathered' patient (dual therapy) - transitioning from non-PBS subsidised to PBS-subsidised dual

therapy where each PAH agent has been non-PBS subsidised

Clinical criteria:

e Patient must have been receiving non-PBS-subsidised dual therapy with PAH agents consisting of a phosphodiesterase-
5 inhibitor combined with a prostanoid, where each agent was non-PBS-subsidised, prior to 1 March 2021, AND

e The condition must be PAH that was of WHO Functional Class Ill severity at the time dual therapy was initiated; OR

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

e Patient must have failed to achieve/maintain WHO Functional Class Il status with at least one of the following PBS-
subsidised therapies if non-PBS-subsidised dual therapy was initiated for WHO Functional Class 11l/IV PAH: (i) endothelin
receptor antagonist monotherapy, (ii) phosphodiesterase-5 inhibitor monotherapy, (iii) prostanoid monotherapy; OR
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e The treatment must have been initiated as part of non-PBS-subsidised dual therapy for an untreated patient with 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.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.
For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be lodged either electronically or via mail/postal service and include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension Initial Grandfather dual therapy authority application form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it was not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination,
in descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC could not 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 were able to be performed on clinical grounds, a patient specific reason outlining why the
particular test(s) could not be conducted must be provided with the authority application.
Where a RHC could not be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
A patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a Grandfathered patient must qualify under the Continuing treatment criteria for dual therapy for this condition.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the 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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

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

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'.
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epoprostenol 500 microgram injection [1 vial] (&) inert substance diluent [2 x 50 mL vials], 1 pack
11090Q Max.Qty Packs No.ofRpts ~ Premium$  DPMQ $ Brand Name and Manufacturer

30 5 . *890.10 2 Flolan [GK]

epoprostenol 500 microgram injection, 1 vial
10130E Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

30 5 . *998.40 @ EPOPROSTENOL SUN [RA] 2 Veletri [JC]

» ETANERCEPT

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

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

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

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

o Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

e The treatment must be in place of tocilizumab due to the critical supply shortage of tocilizumab, AND

o Patient must not receive more than 24 weeks of treatment under this restriction, AND

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

Population criteria:

e Patient must be under 18 years of age.

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

(1) a completed authority prescription form; and

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

website specified in the Administrative Advice).

At the time of authority application, medical practitioners must request the appropriate number of injections to provide

sufficient for four weeks of treatment. Up to a maximum of 5 repeats will be authorised.

If a patient has received 12 weeks or more of therapy with tocilizumab as their most recent treatment, evidence of a

response must be provided.

If a patient has not received a minimum of 12 weeks therapy with tocilizumab, evidence of a response is not required to be

provided under this restriction. This switch in therapy from tocilizumab will not be counted as treatment failure to tocilizumab.

An adequate response to treatment is defined as:

(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, cervical spine 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 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 they will not be eligible to receive further PBS-

subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for

permanent withdrawal of treatment is not considered as a treatment failure.

A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive

further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12

months have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this

cycle and the date of the first application under a new cycle under the initial 3 treatment restriction.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be

eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.
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If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

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 The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and
etanercept for patients who have severe active juvenile idiopathic arthritis.
This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS subsidised treatment with
tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines shortage.
Alternative biological medicine refers to adalimumab and etanercept.
Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.

Authority required
Severe active juvenile idiopathic arthritis
Treatment Phase: First continuing treatment - Critical shortage of tocilizumab - Temporary listing
Treatment criteria:
e Must be treated by a rheumatologist; OR
o Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.
Clinical criteria:
o Patient must have received this drug as their most recent course of PBS-subsidised biological medicine treatment for this
condition under Initial treatment - Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab),
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 per continuing treatment course authorised under this
restriction.

Population criteria:
e Patient must be under 18 years of age.
An adequate response to treatment is defined as:
(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, cervical spine 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).
Determination of whether a response has been demonstrated to initial and subsequent courses of treatment will be based
on the baseline measurement of joint count submitted with the initial treatment application.
The authority application must be made in writing and must include:
(1) completed authority prescription form(s); and
(2) a completed Juvenile Idiopathic Arthritis PBS Authority Application - Supporting Information Form.
At the time of authority application, medical practitioners must request the appropriate number of injections to provide
sufficient for four weeks of treatment. Up to a maximum of 5 repeats will be authorised.
An application for the continuing treatment must be accompanied with the assessment of response following a minimum of
12 weeks of therapy with this drug and submitted no later than 4 weeks from the date of completion of treatment. This will
enable ongoing treatment for those who meet the continuing restriction for PBS-subsidised treatment.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence of a response to this
drug is not required, if the patient has not completed 12 weeks of treatment. Prescribers must note on the
change/recommencement authority application form that the patient is unable to demonstrate response due to insufficient
treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab and
etanercept for a patient who has severe active juvenile idiopathic arthritis.
This PBS listings is a temporary listing and may only be used when an application for initial supply of this medicine has been
made under Initial 4 (Temporary listing - change of treatment due to critical shortage of tocilizumab).

etanercept 50 mg/mL injection, 4 x 1 mL pen devices
12735G Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 939.25 Enbrel [PF]
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etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
12740M Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 469.63  Enbrel [PF]

etanercept 50 mg/mL injection, 4 x 1 mL syringes
12675D Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 939.25  Enbrel [PF]

= 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)
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, or WHO Functional Class IV PAH,
AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT,;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes: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
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. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (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

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

Treatment criteria:

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

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

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.

Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH

agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may

commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease

at the time the application to swap therapy is submitted.

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

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

macitentan 10 mg tablet, 30
10136L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 2732.65  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.

Note Authority applications for each agent in combination therapy should be made at the same time to reduce administrative

handling. However, dosing of each agent need not occur simultaneously to be considered as ‘combination therapy'.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)

Clinical criteria:

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(i) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

Applications for authorisation must be in writing and must include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(i) ECHO composite assessment; and

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

Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in

descending order, for the purposes of initiation of PBS-subsidised treatment:

(1) RHC plus ECHO composite assessments;

(2) RHC composite assessment plus 6MWT;

(3) RHC composite assessment only.

In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration

based on the results of the following test combinations, which are listed in descending order of preference:

(1) ECHO composite assessment plus 6MWT;

(2) ECHO composite assessment only.

Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular

test(s) could not be conducted must be provided with the authority application.

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

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

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

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

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

operation 8 a.m. to 5 p.m. EST Monday to Friday).
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Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

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

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

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

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

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

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

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

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

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

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

patient's medical record.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

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

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

Treatment criteria:

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

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

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

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

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

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

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

Authority required
Pulmonary arterial hypertension (PAH)
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Treatment Phase: Continuing treatment (dual therapy)
Clinical criteria:

o Patient must have received PBS-subsidised dual therapy through one of the following treatment phase restrictions: (i)
Initial 1 for dual therapy, (ii) Initial 2 for dual therapy (iii) ‘Grandfathered' treatment for dual therapy, with this agent in the
combination remaining unchanged from the most recent PBS-subsidised supply, AND

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor.
Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Note If this authority application is to continue dual therapy, but with a change in at least one agent, apply under the ‘Initial 3 (dual
therapy - change)' treatment phase restriction.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Triple therapy - Initial treatment or continuing treatment of triple combination therapy (including dual

therapy in lieu of triple therapy) that includes selexipag

Clinical criteria:

e The treatment must form part of triple combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor, (iii) PBS-subsidised selexipag (referred to as 'triple therapy'); OR

e The treatment must form part of dual combination therapy consisting of either: (i) PBS-subsidised selexipag with one
endothelin receptor antagonist, (i) PBS-subsidised selexipag with one phosphodiesterase-5 inhibitor, as triple
combination therapy with selexipag-an endothelin receptor antagonist-a phoshodiesterase-5 inhibitor is not possible due
to an intolerance/contraindication to the endothelin receptor antagonist class/phosphodiesterase-5 inhibitor class
(referred to as 'dual therapy in lieu of triple therapy").

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

The authority application for selexipag must be approved prior to the authority application for this agent.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil.

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.

PAH (WHO Group 1 pulmonary hypertension) is defined as follows:

(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure

(PAWP) less than or equal to 15 mmHg; or

(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 quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

macitentan 10 mg tablet, 30
12147H Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 5 . 2732.65  Opsumit [JC]

= 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
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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
12786Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

(1) 2 2 . *950.00  Ibavyr [IX]

= 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 || PAH, or WHO Functional Class IIl PAH, AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:ldiopathic PAH
e Heritable PAH
e 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
Human immunodeficiency virus (HIV) infection
Portal hypertension
Congenital heart disease
Schistosomiasis

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of
operation 8 a.m. to 5 p.m. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 2 (change)
Clinical criteria:
e Patient must have documented WHO Functional Class Il PAH, or WHO Functional Class Il PAH, AND
e Patient must have had their most recent course of PBS-subsidised treatment for this condition with a PAH agent other
than this agent, AND
e The treatment must be the sole PBS-subsidised PAH agent for this condition.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.
Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH
agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may
commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease
at the time the application to swap therapy is submitted.
Applications to swap between the 8 PAH agents must be made under the relevant initial treatment (monotherapy) restriction.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Continuing treatment
Clinical criteria:
o Patient must have received their most recent course of PBS-subsidised treatment with this PAH agent for this condition,
AND
¢ The treatment must be the sole PBS-subsidised PAH agent for this condition.
Treatment criteria:
e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

sildenafil 20 mg tablet, 90
9547L Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 169.35 2 APO-Sildenafil PHT [TX] a Revatio [UJ]
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2 SILDATIO PHT [RW] 2 Sildenafil AN PHT 20 [EA]
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.
Note Authority applications for each agent in combination therapy should be made at the same time to reduce administrative
handling. However, dosing of each agent need not occur simultaneously to be considered as ‘combination therapy'.

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)
Clinical criteria:
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
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 dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor, but only for WHO Functional 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.
For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(ii) ECHO composite assessment; and
(iii) 6 Minute Walk Test (6BMWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
Note PAH (WHO Group 1 pulmonary hypertension) currently includes the following subtypes:ldiopathic PAH
e Heritable PAH
¢ BMPR2 mutation
e ALK-1, ENG, SMAD9, CAV1, KCNK3 mutations
e Other mutations
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
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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. EST Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

e The condition must be PAH of WHO Functional Class IV severity at the time dual therapy is initiated, AND

e Patient must have failed to achieve/maintain WHO Functional Class Il status with at least one of the following PBS-
subsidised therapies: (i) endothelin receptor antagonist monotherapy, (ii) phosphodiesterase-5 inhibitor monotherapy, (iii)
prostanoid monotherapy, AND

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.

PAH (WHO Group 1 pulmonary hypertension) is defined as follows:

(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure

(PAWP) less than or equal to 15 mmHg; or

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.

The results and date of the RHC, ECHO and 6 MWT as applicable must be included in the patient's medical record. Where

a RHC cannot be performed on clinical grounds, the written confirmation of the reasons why must also be included in the

patient's medical record.

The maximum guantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Note Where a patient has had one PAH agent PBS-subsidised and the other non-PBS-subsidised, apply under this 'Initial 2'

restriction type for each agent individually. Transitioning of the non-PBS to PBS-subsidised supply will be subject to
restrictions in Initial 2.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

e Patient must have received PBS-subsidised dual combination therapy through one of the following treatment phase
restrictions: (i) Initial 1 for dual therapy, (ii) Initial 2 for dual therapy, (iii) 'Grandfather' treatment for dual therapy, with at
least one agent in the combination changing, AND

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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.
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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. EST Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

o Patient must have received PBS-subsidised dual therapy through one of the following treatment phase restrictions: (i)
Initial 1 for dual therapy, (ii) Initial 2 for dual therapy (iii) 'Grandfathered' treatment for dual therapy, with this agent in the
combination remaining unchanged from the most recent PBS-subsidised supply, AND

¢ 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.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Note If this authority application is to continue dual therapy, but with a change in at least one agent, apply under the 'Initial 3 (dual
therapy - change)' treatment phase restriction.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: 'Grandfathered' patient (dual therapy) - transitioning from non-PBS subsidised to PBS-subsidised dual

therapy where each PAH agent has been non-PBS subsidised

Clinical criteria:

e Patient must have been receiving non-PBS-subsidised dual therapy with PAH agents consisting of a phosphodiesterase-
5 inhibitor combined with a prostanoid, where each agent was non-PBS-subsidised, prior to 1 March 2021, AND

¢ The condition must be PAH that was of WHO Functional Class Il severity at the time dual therapy was initiated; OR

e The condition must be PAH that was of WHO Functional Class IV severity at the time dual therapy was initiated, AND

e Patient must have failed to achieve/maintain WHO Functional Class Il status with at least one of the following PBS-
subsidised therapies if non-PBS-subsidised dual therapy was initiated for WHO Functional Class Ill/IV PAH: (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 prostanoid, (ii) one phosphodiesterase-5
inhibitor, where non-PBS subsidised prostanoid-PDE-5i dual therapy was initiated in an untreated patient with Class 1V
disease severity; OR

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor, where non-PBS subsidised prostanoid-PDE-5i dual therapy was initiated in a patient with Class Ill/IV disease
severity that had been treated with at least endothelin receptor/phosphodiesterase-5 inhibitor/prostanoid 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, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.

PAH (WHO Group 1 pulmonary hypertension) is defined as follows:

(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure

(PAWP) less than or equal to 15 mmHg; or

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.

Applications for authorisation must be lodged either electronically or via mail/postal service and include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension Initial Grandfather dual therapy authority application form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(i) ECHO composite assessment; and

(i) 6 Minute Walk Test (6MWT).
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Note

Note

Note

Where it was not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination,
in descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC could not 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 were able to be performed on clinical grounds, a patient specific reason outlining why the
particular test(s) could not be conducted must be provided with the authority application.
Where a RHC could not be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
A patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a Grandfathered patient must qualify under the Continuing treatment criteria for dual therapy for this condition.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.
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

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

This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.

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.
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The results and date of the RHC, ECHO and 6 MWT as applicable must be included in the patient's medical record. Where
a RHC cannot be performed on clinical grounds, the written confirmation of the reasons why must also be included in the
patient's medical record.
The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage
recommendations in the TGA-approved Product Information.
A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

sildenafil 20 mg tablet, 90

12144E Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 5 . 169.35 2 APO-Sildenafil PHT [TX] 2 Revatio [UJ]
2 SILDATIO PHT [RW] 2 Sildenafil AN PHT 20 [EA]
2 Sildenafil PHT APOTEX [TY] 2 Sildenafil Sandoz PHT 20 [SZ]
= 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:
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
¢ The treatment must be the sole PBS-subsidised PAH agent for this condition.
The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,
ambrisentan, tadalafil, macitentan, and riociguat.
PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease
associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(i) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(i) ECHO composite assessment; and
(i) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum 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 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
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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. EST Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (change)

Clinical criteria:

¢ 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

¢ The treatment must be the sole PBS-subsidised PAH agent for this condition.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.

Swapping between PAH agents: Patients can access PAH agents through the PBS according to the relevant restrictions.

Once these patients are approved initial treatment (monotherapy) with 1 of these 8 drugs, they may swap between PAH

agents at any time without having to re-qualify for treatment with the alternate agent. This means that patients may

commence treatment with the alternate agent, subject to that agent's restriction, irrespective of the severity of their disease

at the time the application to swap therapy is submitted.

Applications to swap between the 8 PAH agents must be made under the relevant initial treatment (monotherapy) restriction.

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have received their most recent course of PBS-subsidised treatment with this PAH agent for this condition,

AND

e The treatment must be the sole PBS-subsidised PAH agent for this condition.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

The term 'PAH agents' refers to bosentan monohydrate, iloprost trometamol, epoprostenol sodium, sildenafil citrate,

ambrisentan, tadalafil, macitentan, and riociguat.

PAH agents are not PBS-subsidised for patients with pulmonary hypertension secondary to interstitial lung disease

associated with connective tissue disease, where the total lung capacity is less than 70% of predicted.

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).
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tadalafil 20 mg tablet, 56
1308\ Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 475.54 2 Adcirca [LY] 2 Tadalca [CR]
@ 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.
Note Authority applications for each agent in combination therapy should be made at the same time to reduce administrative
handling. However, dosing of each agent need not occur simultaneously to be considered as 'combination therapy'.

Authority required
Pulmonary arterial hypertension (PAH)
Treatment Phase: Initial 1 (starting dual therapy in an untreated patient for the first time)
Clinical criteria:
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
e The treatment must form part dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor, but only for WHO Functional 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.
For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;
a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.
PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with
connective tissue disease, where the total lung capacity is less than 70% of predicted.
PAH (WHO Group 1 pulmonary hypertension) is defined as follows:
(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure
(PAWP) less than or equal to 15 mmHg; or
(il) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),
assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.
Applications for authorisation must be in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Pulmonary Arterial Hypertension PBS Authority Application - Supporting Information form which includes
results from the three tests below, where available:
(i) RHC composite assessment; and
(ii) ECHO composite assessment; and
(iii) 6 Minute Walk Test (6MWT).
Where it is not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination, in
descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC cannot be performed on clinical grounds, applications may be submitted for consideration
based on the results of the following test combinations, which are listed in descending order of preference:
(1) ECHO composite assessment plus 6MWT;
(2) ECHO composite assessment only.
Where fewer than 3 tests are able to be performed on clinical grounds, a patient specific reason outlining why the particular
test(s) could not be conducted must be provided with the authority application.
Where a RHC cannot be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
The test results provided must not be more than 2 months old at the time of application.
The maximum 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 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
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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. EST Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 2 (starting dual therapy in a treated patient for the first time)

Clinical criteria:

e The condition must be PAH of WHO Functional Class Il severity at the time dual therapy is initiated; OR

¢ The condition must be PAH of WHO Functional Class IV severity at the time dual therapy is initiated, AND

e Patient must have failed to achieve/maintain WHO Functional Class Il status with at least one of the following PBS-
subsidised therapies: (i) endothelin receptor antagonist monotherapy, (ii) phosphodiesterase-5 inhibitor monotherapy, (iii)
prostanoid monotherapy, AND

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.

PAH (WHO Group 1 pulmonary hypertension) is defined as follows:

(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure

(PAWP) less than or equal to 15 mmHg; or

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.

The results and date of the RHC, ECHO and 6 MWT as applicable must be included in the patient's medical record. Where

a RHC cannot be performed on clinical grounds, the written confirmation of the reasons why must also be included in the

patient's medical record.

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see

www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Note Where a patient has had one PAH agent PBS-subsidised and the other non-PBS-subsidised, apply under this 'Initial 2'

restriction type for each agent individually. Transitioning of the non-PBS to PBS-subsidised supply will be subject to
restrictions in Initial 2.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Initial 3 (dual therapy - change)

Clinical criteria:

o Patient must have received PBS-subsidised dual combination therapy through one of the following treatment phase
restrictions: (i) Initial 1 for dual therapy, (ii) Initial 2 for dual therapy, (iii) 'Grandfather' treatment for dual therapy, with at
least one agent in the combination changing, AND

e The treatment must form part of dual combination therapy consisting of: (i) one endothelin receptor antagonist, (ii) one
phosphodiesterase-5 inhibitor; OR

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.

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.
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A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: Continuing treatment (dual therapy)

Clinical criteria:

e Patient must have received PBS-subsidised dual therapy through one of the following treatment phase restrictions: (i)
Initial 1 for dual therapy, (ii) Initial 2 for dual therapy (iii) ‘Grandfathered' treatment for dual therapy, with this agent in the
combination remaining unchanged from the most recent PBS-subsidised supply, AND

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.

Treatment criteria:

e Must be treated by a physician with expertise in the management of PAH, with this authority application to be completed
by the physician with expertise in PAH.

For the purposes of PBS subsidy, an endothelin receptor antagonist is one of: (a) ambrisentan, (b) bosentan, (c) macitentan;

a phosphodiesterase-5 inhibitor is one of: (d) sildenafil, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.

The maximum quantity authorised will be limited to provide sufficient supply for 1 month of treatment, based on the dosage

recommendations in the TGA-approved Product Information.

A maximum of 5 repeats may be requested.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation
8 a.m. to 5 p.m. EST Monday to Friday).

Note If this authority application is to continue dual therapy, but with a change in at least one agent, apply under the 'Initial 3 (dual
therapy - change)' treatment phase restriction.

Authority required

Pulmonary arterial hypertension (PAH)

Treatment Phase: 'Grandfathered' patient (dual therapy) - transitioning from non-PBS subsidised to PBS-subsidised dual

therapy where each PAH agent has been non-PBS subsidised

Clinical criteria:

e Patient must have been receiving non-PBS-subsidised dual therapy with PAH agents consisting of a phosphodiesterase-
5 inhibitor combined with a prostanoid, where each agent was non-PBS-subsidised, prior to 1 March 2021, AND

e The condition must be PAH that was of WHO Functional Class Ill severity at the time dual therapy was initiated; OR

e The condition must be PAH that was of WHO Functional Class IV severity at the time dual therapy was initiated, AND

e Patient must have failed to achieve/maintain WHO Functional Class |l status with at least one of the following PBS-
subsidised therapies if non-PBS-subsidised dual therapy was initiated for WHO Functional Class 11l/IV PAH: (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 prostanoid, (ii) one phosphodiesterase-5
inhibitor, where non-PBS subsidised prostanoid-PDE-5i dual therapy was initiated in an untreated patient with Class IV
disease severity; OR

e The treatment must form part of dual combination therapy consisting of: (i) one prostanoid, (ii) one phosphodiesterase-5
inhibitor, where non-PBS subsidised prostanoid-PDE-5i dual therapy was initiated in a patient with Class Ill/1V disease
severity that had been treated with at least endothelin receptor/phosphodiesterase-5 inhibitor/prostanoid 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, (e) tadalafil; a prostanoid is one of: (f) epoprostenol, (g) iloprost.

PBS-subsidy does not cover patients with pulmonary hypertension secondary to interstitial lung disease associated with

connective tissue disease, where the total lung capacity is less than 70% of predicted.

PAH (WHO Group 1 pulmonary hypertension) is defined as follows:

(i) mean pulmonary artery pressure (mPAP) greater than or equal to 25 mmHg at rest and pulmonary artery wedge pressure

(PAWP) less than or equal to 15 mmHg; or

(ii) where a right heart catheter (RHC) cannot be performed on clinical grounds, right ventricular systolic pressure (RVSP),

assessed by echocardiography (ECHO), greater than 40 mmHg, with normal left ventricular function.

Applications for authorisation must be lodged either electronically or via mail/postal service and include:

(1) a completed authority prescription form; and

(2) a completed Pulmonary Arterial Hypertension Initial Grandfather dual therapy authority application form which includes

results from the three tests below, where available:

(i) RHC composite assessment; and

(ii) ECHO composite assessment; and
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Note

Note

Note

(i) 6 Minute Walk Test (6MWT).
Where it was not possible to perform all 3 tests on clinical grounds, the following list outlines the preferred test combination,
in descending order, for the purposes of initiation of PBS-subsidised treatment:
(1) RHC plus ECHO composite assessments;
(2) RHC composite assessment plus 6MWT;
(3) RHC composite assessment only.
In circumstances where a RHC could not 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 were able to be performed on clinical grounds, a patient specific reason outlining why the
particular test(s) could not be conducted must be provided with the authority application.
Where a RHC could not be performed on clinical grounds, confirmation of the reason(s) must be provided with the authority
application by a second PAH physician or cardiologist with expertise in the management of PAH.
A patient may qualify for PBS-subsidised treatment under this restriction once only. For continuing PBS-subsidised
treatment, a Grandfathered patient must qualify under the Continuing treatment criteria for dual therapy for this condition.
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.
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

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

This grandfather restriction will cease to operate from 12 months after the date specified in the clinical criteria.

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, (i) 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:

¢ 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

(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.
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Note

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.

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).

tadalafil 20 mg tablet, 56

12151M

Max.Qty Packs No. of Rpts ~ Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 5 . 475.54 2 Adcirca [LY] 2 Tadalca [CR]
@ TADALIS 20 [LR]

=» TOCILIZUMAB

Note

Note

Note

The Services Australia website (www.servicesaustralia.gov.au) has details of the toxicities, including severity, which will be
accepted where one is claimed.

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

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
medicines for adults with severe active rheumatoid arthritis. This listing is a temporary listing and is only to be used to
transfer patients back to tocilizumab from another biological medicine, where treatment was changed due to unavailability of
tocilizumab due to the critical medicines shortage.

The term biological medicine refers to the tumour necrosis factor (TNF) alfa antagonists (adalimumab, certolizumab pegol,
etanercept, golimumab, infliximab), the chimeric anti-CD20 monoclonal antibody (rituximab), the interleukin-6 inhibitor
(tocilizumab), the T-cell co-stimulation modulator (abatacept) and the Janus kinase (JAK) inhibitors (baricitinib, tofacitinib,
upadacitinib).

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to

tocilizumab after resolution of the critical shortage of tocilizumab)

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 been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

o Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of
tocilizumab due to the critical supply shortage of tocilizumab, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

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 has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment,

evidence of a response must be provided.

If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a

response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment.

Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate

response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved.

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.

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:
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(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

(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).
At the time of the authority application, medical practitioners should request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for a single infusion at a dose of 8 mg per kg. A
separate authority prescription form must be completed for each strength requested. Up to a maximum of 3 repeats will be
authorised.

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.

tocilizumab 400 mg/20 mL injection, 20 mL vial
12763R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 405.39 Actemra [RO]

tocilizumab 200 mg/10 mL injection, 10 mL vial
12791F Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 203.73 Actemra [RO]

tocilizumab 80 mg/4 mL injection, 4 mL vial
12775J Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 82.19 Actemra [RO]

=» TOCILIZUMAB

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. EST Monday to Friday).

Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Services Australia website at www.servicesaustralia.gov.au

Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online
Services (HPOS) at www.servicesaustralia.gov.au/hpos

Or mailed to:

Services Australia

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active juvenile idiopathic arthritis

Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to

tocilizumab after resolution of the critical shortage of tocilizumab)

Treatment criteria:

e Must be treated by a paediatric rheumatologist; OR

e Patient must be undergoing treatment under the supervision of a paediatric rheumatology treatment centre.

Clinical criteria:

o Patient must have been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,

AND

o Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of
tocilizumab due to the critical supply shortage of tocilizumab, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.

Population criteria:

o Patient must be under 18 years of age.

The authority application must be made in writing and must include:

(1) a completed authority prescription form; and

(2) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the

website specified in the Administrative Advice).

If a patient has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment,

evidence of a response must be provided.
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If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a
response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment.
Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate
response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved.
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.
An adequate response to treatment is defined as:
(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, cervical spine 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).
At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.
Where a response assessment is not conducted within the required timeframe, the patient will be deemed to have failed to
respond to treatment with this drug, unless the patient has experienced a serious adverse reaction of a severity resulting in
the necessity for permanent withdrawal of treatment.
If a patient fails to demonstrate a response to treatment with this drug they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.
A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 12
months have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction.
If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and
etanercept for patients who have severe active juvenile idiopathic arthritis.
This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS subsidised treatment with
tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines shortage.
Alternative biological medicine refers to adalimumab and etanercept.
Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.
Authority required
Severe active juvenile idiopathic arthritis
Treatment Phase: Initial treatment - Initial 4 (Temporary listing - change of treatment from another biological medicine to
tocilzumab after resolution of the critical shortage of tocilizumab)
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 been receiving PBS-subsidised treatment with tocilizumab for this condition prior to 1 November 2021,
AND
o Patient must have been receiving PBS-subsidised treatment with a biological medicine for this condition in place of

tocilizumab due to the critical supply shortage of tocilizumab, AND

e Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
e Patient must be aged 18 years or older.
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 has received 12 weeks or more of therapy with the alternative biological medicine as their most recent treatment,
evidence of a response must be provided.
If a prescriber wishes to switch therapy back to tocilizumab upon resolution of the shortage, evidence demonstrating a
response to the alternative biological medicine is not required, if the patient has not completed 12 weeks of treatment.
Prescribers must note on the change/recommencement authority application form that the patient is unable to demonstrate
response due to insufficient treatment length and the patient is switching to tocilizumab as the shortage has been resolved.
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) an active joint count of fewer than 10 active (swollen and tender) joints; or
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(b) a reduction in the active (swollen and tender) joint count by at least 50% from baseline; or

(c) 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, cervical spine 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).

At the time of authority application, medical practitioners must request the appropriate number of vials of appropriate
strength to provide sufficient drug, based on the weight of the patient, for one infusion. A separate authority prescription form
must be completed for each strength requested. Up to a maximum of 3 repeats will be authorised.

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 they will not be eligible to receive further PBS-
subsidised treatment with this drug for this condition. Serious adverse reaction of a severity resulting in the necessity for
permanent withdrawal of treatment is not considered as a treatment failure.

A patient who fails to demonstrate a response to treatment with this drug under this restriction will not be eligible to receive
further PBS-subsidised treatment with this drug in this treatment cycle. A patient may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological medicine was approved in this
cycle and the date of the first application under a new cycle under the initial 3 treatment restriction.

If a patient fails to respond to PBS-subsidised biological medicine treatment 3 times (once with each agent) they will not be
eligible to receive further PBS-subsidised biological medicine therapy in this treatment cycle.

Note The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab, and

etanercept for patients over 18 years who have a history of juvenile idiopathic arthritis with onset prior to the age of 18 years.
This listing is a temporary listing and is only to be used to transfer patients currently receiving PBS-subsidised treatment

with tocilizumab to another biological medicine, where tocilizumab is not available due to the current critical medicines
shortage.

Alternative biological medicine refers to adalimumab and etanercept.

Should it be necessary to continue treatment with the alternative biological medicine, applications must be made under the
relevant 'First continuing - Temporary listing' PBS listing.

tocilizumab 400 mg/20 mL injection, 20 mL vial
12802T Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 405.39 Actemra [RO]

tocilizumab 200 mg/10 mL injection, 10 mL vial
12796L Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 203.73 Actemra [RO]

tocilizumab 80 mg/4 mL injection, 4 mL vial
127943 Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer

1 . . 82.19 Actemra [RO]
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= FOLLITROPIN ALFA

Note Biosimilar prescribing policy
Prescribing of a biosimilar brand, Bemfola or Ovaleap, is encouraged for treatment naive patients.

Encouraging biosimilar prescribing for treatment naive patients is Government policy. A viable biosimilar market is expected
to result in reduced costs for biological medicines, allowing the Government to reinvest in new treatments. Further
information can be found on the Biosimilar Awareness Initiative webpage (www.health.gov.au/biosimilars).

Note Pharmaceutical benefits that have the form follitropin alfa cartridge (Ovaleap) and pharmaceutical benefits that have the
form follitropin alfa single pen device (Gonal-f Pen), in the same corresponding strength, are equivalent for the purposes of
substitution.

Where the Ovaleap brand is supplied, the separate pen device is to be supplied to the patient where required as it is not
packaged with the cartridges. The pen device for the Ovaleap brand can be obtained by contacting the pharmaceutical
wholesaler, or, the sponsor directly.

Authority required (STREAMLINED)
5027
Assisted Reproductive Technology
Clinical criteria:
o Patient must be receiving medical services as described in items 13200, 13201, 13202 or 13203 of the Medicare Benefits
Schedule.
follitropin alfa 225 units (16.5 microgram)/0.375 mL injection, 5 x 0.375 mL pen devices
10872F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 . . *1275.82 41.30 Bemfola [FX]

follitropin alfa 300 units (22 microgram)/0.5 mL injection, 0.5 mL cartridge
12779N Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 . . *234.84 41.30 2 Ovaleap [TT]

follitropin alfa 450 units (33 microgram)/0.75 mL injection, 5 x 0.75 mL pen devices
10867Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 . . *2503.87 41.30 Bemfola [FX]

follitropin alfa 150 units (11 microgram)/0.25 mL injection, 5 x 0.25 mL pen devices
10873G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 . . *859.24 41.30 Bemfola [FX]

follitropin alfa 900 units (66 microgram)/1.5 mL injection, 1.5 mL cartridge
12770D Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

5 . . *1685.18 41.30 2 Ovaleap [TT]

follitropin alfa 300 units (21.84 microgram)/0.5 mL injection, 0.5 mL pen device
6431L Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

2 . . *234.84 41.30 2 Gonal-f Pen [SG]

follitropin alfa 75 units (5.5 microgram)/0.125 mL injection, 5 x 0.125 mL pen devices
10861P Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 . . *433.51 41.30 Bemfola [FX]

follitropin alfa 450 units (32.76 microgram)/0.75 mL injection, 0.75 mL pen device
6432M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 . . *348.36 41.30 @ Gonal-f Pen [SG]
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follitropin alfa 450 units (33 microgram)/0.75 mL injection, 0.75 mL cartridge
12800Q Max.Qty Packs No. of Rpts ~ Premium $ DPMQ$ MRVSN$  Brand Name and Manufacturer

2 . . *348.36  41.30 @ Ovaleap [TT]

follitropin alfa 300 units (22 microgram)/0.5 mL injection, 5 x 0.5 mL pen devices
10866X Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

3 . . *1685.17 41.30 Bemfola [FX]

follitropin alfa 900 units (65.52 microgram)/1.5 mL injection, 1.5 mL pen device
6433N Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

5 . . *1685.18 41.30 2 Gonal-f Pen [SG]
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» DRESSING ALGINATE WITH SILVER CAVITY WOUND
Authority required
Wounds
Clinical criteria:
e Patient must have a wound where there is evidence of critical colonisation; OR
o Patient must have a well-assessed chronic wound that has not responded to conventional dressings.
dressing alginate with silver cavity wound 3 cm x 44 cm medicated dressing, 10
12765\ Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

11 . . 400.18 6.60 Melgisorb Ag 256605 [MH]

= DRESSING ALGINATE WITH SILVER DEEP WOUND
Authority required
Wounds
Clinical criteria:
e Patient must have a wound where there is evidence of critical colonisation; OR
¢ Patient must have a well-assessed chronic wound that has not responded to conventional dressings.
dressing alginate with silver deep wound 10 cm x 10 cm medicated dressing, 10
12801R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

11 . . 236.03 6.60 Melgisorb Ag 256105 [MH]

dressing alginate with silver deep wound 5 cm x 5 cm medicated dressing, 10
12772E Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 . . 135.44 6.60 Melgisorb Ag 256055 [MH]

= DRESSING FOAM HEAVY EXUDATE

dressing foam heavy exudate 10 cm x 13 cm dressing, 50
12798N Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

11 . . 56.70 6.60 Mesorb 677001 [MH]

dressing foam heavy exudate 10 cm x 23 cm dressing, 50
12793H Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

11 . . 77.13 6.60 Mesorb 677401 [MH]

dressing foam heavy exudate 12.5 cm x 12.5 cm dressing, 10
12807C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

11 . . 32.83 6.60 Mextra Superabsorbent
610000 [MH]

dressing foam heavy exudate 23 cm x 25 cm dressing, 30
12781Q Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN$  Brand Name and Manufacturer

11 . . 100.14 6.60 Mesorb 677701 [MH]

dressing foam heavy exudate 22.5 cm x 32.5 cm dressing, 10
12783T Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

11 . . 89.49 6.60 Mextra Superabsorbent
610500 [MH]
dressing foam heavy exudate 17.5 cm x 22.5 cm dressing, 10
12788C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

11 . . 51.86 6.60 Mextra Superabsorbent
610300 [MH]
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» DRESSING FOAM HEAVY EXUDATE
Restricted benefit
Wounds
Clinical criteria:
e Patient must have a wound with highly viscous exudate.
dressing foam heavy exudate 5 cm x 5 cm dressing, 5
12797M Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

11 . . 36.86 6.60 Mepilex XT 211015 [MH]

dressing foam heavy exudate 20 cm x 20 cm dressing, 5
12776K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

11 . . 130.48 6.60 Mepilex XT 211400 [MH]

dressing foam heavy exudate 10 cm x 10 cm dressing, 5
12760N Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

11 . . 42.88 6.60 Mepilex XT 211100 [MH]

» DRESSING FOAM WITH SILICONE LIGHT EXUDATE

dressing foam with silicone light exudate 10 cm x 10 cm dressing, 5
12804X Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

11 . . 39.07 6.60 Mepilex Border Lite 281300
[MH]

dressing foam with silicone light exudate 5 cm x 12.5 cm dressing, 5
12774H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

11 . . 32.08 6.60 Mepilex Border Lite 281100
[MH]

dressing foam with silicone light exudate 4 cm x 5 cm dressing, 10
12780P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 . . 29.50 6.60 Mepilex Border Lite 281000
[MH]

» DRESSING FOAM WITH SILICONE MODERATE EXUDATE

dressing foam with silicone moderate exudate 5 cm x 12.5 cm dressing, 5
12782R Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 . . 30.36 6.60 Mepilex Border Flex Lite
581100 [MH]

dressing foam with silicone moderate exudate 10 cm x 10 cm dressing, 5
12799P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

11 . . 36.97 6.60 Mepilex Border Flex Lite
581300 [MH]
dressing foam with silicone moderate exudate 4 cm x 5 cm dressing, 10
12777L Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

11 . . 27.67 6.60 Mepilex Border Flex Lite
581011 [MH]
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