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Fees, Patient Contributions and
Safety Net Thresholds

The following fees, patient contributions and safety net thresholds apply as at 1 October 2016 and are included, where
applicable, in prices published in the Schedule —

Dispensing Fees: Ready-prepared $7.02
Dangerous drug fee $2.95
Extemporaneously-prepared $9.06
Allowable additional patient charge* $4.33
Additional Fees (for safety net prices): Ready-prepared $1.19
Extemporaneously-prepared $1.55
Patient Co-payments: General $38.30
Concessional $6.20
Safety Net Thresholds: General $1475.70
Concessional $372.00
Safety Net Card Issue Fee: $9.61

* 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 October 2016. The Schedule is updated on the
first day of each month and is available on the internet at www.pbs.gov.au.

Prescriber Bag

Advance Notices
1 November 2016
Deletion — Brand

3496B Pharmacor Salbutamol 2.5, CR — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL
ampoules

3497C Pharmacor Salbutamol 5, CR — SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules

General Pharmaceutical Benefits

Additions
Addition — Item

10892G CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
10896L CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
10897M CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
10904X CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
10905Y CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
10909E CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)
10890E SECUKINUMAB, secukinumab 150 mg/1 mL injection, 1 mL injection device (Cosentyx)
10893H SECUKINUMAB, secukinumab 150 mg/1 mL injection, 1 mL injection device (Cosentyx)
10894J SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices (Cosentyx)
10895K SECUKINUMAB, secukinumab 150 mg/1 mL injection, 1 mL injection device (Cosentyx)
10898N SECUKINUMAB, secukinumab 150 mg/1 mL injection, 1 mL injection device (Cosentyx)
10899P SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices (Cosentyx)
10900Q SECUKINUMAB, secukinumab 150 mg/1 mL injection, 1 mL injection device (Cosentyx)
10901R SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices (Cosentyx)
10906B SECUKINUMAB, secukinumab 150 mg/1 mL injection, 1 mL injection device (Cosentyx)
10910F SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices (Cosentyx)
10911G TAMOXIFEN, tamoxifen 20 mg tablet, 30 (Nolvadex-D)

Addition — Brand

9092M APO-Atomoxetine, TX — ATOMOXETINE, atomoxetine 10 mg capsule, 28
9093N APO-Atomoxetine, TX — ATOMOXETINE, atomoxetine 18 mg capsule, 28
9094P APO-Atomoxetine, TX — ATOMOXETINE, atomoxetine 25 mg capsule, 28



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

9095Q APO-Atomoxetine, TX — ATOMOXETINE, atomoxetine 40 mg capsule, 28
9096R APO-Atomoxetine, TX — ATOMOXETINE, atomoxetine 60 mg capsule, 28
9289X APO-Atomoxetine, TX — ATOMOXETINE, atomoxetine 80 mg capsule, 28
9290Y APO-Atomoxetine, TX — ATOMOXETINE, atomoxetine 100 mg capsule, 28
8019C Cyprone 100, AF — CYPROTERONE, cyproterone acetate 100 mg tablet, 50
9155W Tixol, AL — DULOXETINE, duloxetine 30 mg enteric capsule, 28

9156X Tixol, AL — DULOXETINE, duloxetine 60 mg enteric capsule, 28

1088G Flecainide Sandoz, SZ — FLECAINIDE, flecainide acetate 50 mg tablet, 60
1090J Flecainide Sandoz, SZ — FLECAINIDE, flecainide acetate 100 mg tablet, 60
9113P IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

9113P Imatinib-Teva, TB — IMATINIB, imatinib 100 mg tablet, 60

9115R IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

9115R Imatinib-Teva, TB — IMATINIB, imatinib 100 mg tablet, 60

9123E IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

9123E Imatinib-Teva, TB — IMATINIB, imatinib 100 mg tablet, 60

9172R IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

9172R Imatinib-Teva, TB — IMATINIB, imatinib 100 mg tablet, 60

9174W IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

9174W Imatinib-Teva, TB — IMATINIB, imatinib 100 mg tablet, 60

9176Y IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

9176Y Imatinib-Teva, TB — IMATINIB, imatinib 100 mg tablet, 60

9178C IMATINIB RBX, RA — IMATINIB, imatinib 100 mg tablet, 60

9114Q IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

9114Q Imatinib-Teva, TB — IMATINIB, imatinib 400 mg tablet, 30

9116T IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

9116T Imatinib-Teva, TB — IMATINIB, imatinib 400 mg tablet, 30

9124F IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

9124F Imatinib-Teva, TB — IMATINIB, imatinib 400 mg tablet, 30

9173T IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

9173T Imatinib-Teva, TB — IMATINIB, imatinib 400 mg tablet, 30

9175X IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

9175X Imatinib-Teva, TB — IMATINIB, imatinib 400 mg tablet, 30

9177B IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

9177B Imatinib-Teva, TB — IMATINIB, imatinib 400 mg tablet, 30

9179D IMATINIB RBX, RA — IMATINIB, imatinib 400 mg tablet, 30

8656N Levetiracetam GH, GQ — LEVETIRACETAM, levetiracetam 1 g tablet, 60
8887R Moxicam, AF — MELOXICAM, meloxicam 7.5 mg capsule, 30

8888T Moxicam, AF — MELOXICAM, meloxicam 15 mg capsule, 30

2430X FORMET 500, RF — METFORMIN, metformin hydrochloride 500 mg tablet, 100
1801T FORMET 850, RF — METFORMIN, metformin hydrochloride 850 mg tablet, 60
3439B METEX XR 1000, RW — METFORMIN, metformin hydrochloride 1 g modified release tablet, 60
3050M Perindopril AN, EF — PERINDOPRIL, perindopril erbumine 2 mg tablet, 30
3051N Perindopril AN, EF — PERINDOPRIL, perindopril erbumine 4 mg tablet, 30
8704D Perindopril AN, EF — PERINDOPRIL, perindopril erbumine 8 mg tablet, 30
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8449Q Perindopril and Indapamide AN 4/1.25, EF — PERINDOPRIL + INDAPAMIDE, perindopril erbumine 4 mg +
indapamide hemihydrate 1.25 mg tablet, 30

10173K Voriconazole APOTEX, TX — VORICONAZOLE, voriconazole 50 mg tablet, 56
9363T Voriconazole APOTEX, TX — VORICONAZOLE, voriconazole 50 mg tablet, 56
10198R Voriconazole APOTEX, TX — VORICONAZOLE, voriconazole 200 mg tablet, 56
9364W Voriconazole APOTEX, TX — VORICONAZOLE, voriconazole 200 mg tablet, 56

Addition — Equivalence Indicator

1088G Tambocor, IA — FLECAINIDE, flecainide acetate 50 mg tablet, 60
9113P Glivec, AF — IMATINIB, imatinib 100 mg tablet, 60
9115R Glivec, AF — IMATINIB, imatinib 100 mg tablet, 60
9123E Glivec, AF — IMATINIB, imatinib 100 mg tablet, 60
9172R Glivec, AF — IMATINIB, imatinib 100 mg tablet, 60
9174W Glivec, AF — IMATINIB, imatinib 100 mg tablet, 60
9176Y Glivec, AF — IMATINIB, imatinib 100 mg tablet, 60
9178C Glivec, AF — IMATINIB, imatinib 100 mg tablet, 60
9114Q Glivec, AF — IMATINIB, imatinib 400 mg tablet, 30
9116T Glivec, AF — IMATINIB, imatinib 400 mg tablet, 30
9124F Glivec, AF — IMATINIB, imatinib 400 mg tablet, 30
9173T Glivec, AF — IMATINIB, imatinib 400 mg tablet, 30
9175X Glivec, AF — IMATINIB, imatinib 400 mg tablet, 30
9177B Glivec, AF — IMATINIB, imatinib 400 mg tablet, 30
9179D Glivec, AF — IMATINIB, imatinib 400 mg tablet, 30

Deletions
Deletion — Item

2924X DISOPYRAMIDE, disopyramide 150 mg capsule, 100 (Rythmodan)

8182P INTERFERON ALFA-2A, interferon alfa-2a 4.5 million units/0.5 mL injection, 0.5 mL syringe (Roferon-A)
8551C INTERFERON ALFA-2A, interferon alfa-2a 4.5 million units/0.5 mL injection, 0.5 mL syringe (Roferon-A)
2734X MEGESTROL, megestrol acetate 160 mg tablet, 30 (Megace)

Deletion — Brand

8118G Chem mart Alprazolam, CH — ALPRAZOLAM, alprazolam 2 mg tablet, 50

8118G Terry White Chemists Alprazolam, TW — ALPRAZOLAM, alprazolam 2 mg tablet, 50
8296P Candesartan RBX, RA — CANDESARTAN, candesartan cilexetil 8 mg tablet, 30

9314F Candesartan HCTZ RBX 32/12.5, RA — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil 32
mg + hydrochlorothiazide 12.5 mg tablet, 30

8255L Dilatrend 3.125, RO — CARVEDILOL, carvedilol 3.125 mg tablet, 30

8439E Celecoxib Actavis, ED — CELECOXIB, celecoxib 100 mg capsule, 60

8440F Celecoxib Actavis, ED — CELECOXIB, celecoxib 200 mg capsule, 30

1299J Diclofenac-GA, ED — DICLOFENAC, diclofenac sodium 25 mg tablet: enteric, 50

5076E Diclofenac-GA, ED — DICLOFENAC, diclofenac sodium 25 mg tablet: enteric, 50 (Dental)
1300K Diclofenac-GA, ED — DICLOFENAC, diclofenac sodium 50 mg tablet: enteric, 50

5077F Diclofenac-GA, ED — DICLOFENAC, diclofenac sodium 50 mg tablet: enteric, 50 (Dental)
2711Q Doxy-50, ED — DOXYCYCLINE, doxycycline 50 mg tablet, 25

1834M Gantin, EA — GABAPENTIN, gabapentin 300 mg capsule, 100

1835N Gantin, EA — GABAPENTIN, gabapentin 400 mg capsule, 100




8389M
8245Y
8656N
8887R
8888T
1821w

1832K

9006B
9006B
9006B
9006B
9006B
9007C
9007C
9007C
9007C
9007C
9008D
9008D
9008D
9008D
9008D
9346X

9346X

9346X
9346X
9346X

9347Y

9347Y

9347Y
9347Y
9347Y

9348B

9348B

9348B
9348B
9348B

Gantin, ED — GABAPENTIN, gabapentin 800 mg tablet, 100

Lezole, ED — LETROZOLE, letrozole 2.5 mg tablet, 30

Levetiracetam generichealth, GQ — LEVETIRACETAM, levetiracetam 1 g tablet, 60
Melox 7.5, EA — MELOXICAM, meloxicam 7.5 mg capsule, 30

Melox 15, EA — MELOXICAM, meloxicam 15 mg capsule, 30

DBL Metronidazole Intravenous Infusion, HH — METRONIDAZOLE, metronidazole 500 mg/100 mL (0.5%) injection,
10 x 100 mL bags

DBL Metronidazole Intravenous Infusion, HH — METRONIDAZOLE, metronidazole 500 mg/100 mL (0.5%) injection,
10 x 100 mL bags (Dental)

Blooms the Chemist Perindopril Arginine, IB — PERINDOPRIL, perindopril arginine 2.5 mg tablet, 30
Chem mart Perindopril Arginine, CH — PERINDOPRIL, perindopril arginine 2.5 mg tablet, 30
IDAPREX ARG 2.5mg, TZ — PERINDOPRIL, perindopril arginine 2.5 mg tablet, 30

PERINDO ARG 2.5mg, TR — PERINDOPRIL, perindopril arginine 2.5 mg tablet, 30

Terry White Chemists Perindopril Arginine, TW — PERINDOPRIL, perindopril arginine 2.5 mg tablet, 30
Blooms the Chemist Perindopril Arginine, IB — PERINDOPRIL, perindopril arginine 5 mg tablet, 30
Chem mart Perindopril Arginine, CH — PERINDOPRIL, perindopril arginine 5 mg tablet, 30

IDAPREX ARG 5mg, TZ — PERINDOPRIL, perindopril arginine 5 mg tablet, 30

PERINDO ARG 5mg, TR — PERINDOPRIL, perindopril arginine 5 mg tablet, 30

Terry White Chemists Perindopril Arginine, TW — PERINDOPRIL, perindopril arginine 5 mg tablet, 30
Blooms the Chemist Perindopril Arginine, IB — PERINDOPRIL, perindopril arginine 10 mg tablet, 30
Chem mart Perindopril Arginine, CH — PERINDOPRIL, perindopril arginine 10 mg tablet, 30

IDAPREX ARG 10mg, TZ — PERINDOPRIL, perindopril arginine 10 mg tablet, 30

PERINDO ARG 10mg, TR — PERINDOPRIL, perindopril arginine 10 mg tablet, 30

Terry White Chemists Perindopril Arginine, TW — PERINDOPRIL, perindopril arginine 10 mg tablet, 30

Blooms the Chemist Perindopril Arginine/Amlodipine 5/5, IB — PERINDOPRIL + AMLODIPINE, perindopril arginine
5 mg + amlodipine 5 mg tablet, 30

Chem mart Perindopril Arginine/Amlodipine 5/5, CH — PERINDOPRIL + AMLODIPINE, perindopril arginine 5 mg +
amlodipine 5 mg tablet, 30

Deflectum 5/5, TZ — PERINDOPRIL + AMLODIPINE, perindopril arginine 5 mg + amlodipine 5 mg tablet, 30
Dynoval 5/5, TR — PERINDOPRIL + AMLODIPINE, perindopril arginine 5 mg + amlodipine 5 mg tablet, 30

Terry White Chemists Perindopril Arginine/Amlodipine 5/5, TW — PERINDOPRIL + AMLODIPINE, perindopril
arginine 5 mg + amlodipine 5 mg tablet, 30

Blooms the Chemist Perindopril Arginine/Amlodipine 5/10, IB — PERINDOPRIL + AMLODIPINE, perindopril
arginine 5 mg + amlodipine 10 mg tablet, 30

Chem mart Perindopril Arginine/Amlodipine 5/10, CH — PERINDOPRIL + AMLODIPINE, perindopril arginine 5 mg
+ amlodipine 10 mg tablet, 30

Deflectum 5/10, TZ — PERINDOPRIL + AMLODIPINE, perindopril arginine 5 mg + amlodipine 10 mg tablet, 30
Dynoval 5/10, TR — PERINDOPRIL + AMLODIPINE, perindopril arginine 5 mg + amlodipine 10 mg tablet, 30

Terry White Chemists Perindopril Arginine/Amlodipine 5/10, TW — PERINDOPRIL + AMLODIPINE, perindopril
arginine 5 mg + amlodipine 10 mg tablet, 30

Blooms the Chemist Perindopril Arginine/Amlodipine 10/5, IB — PERINDOPRIL + AMLODIPINE, perindopril
arginine 10 mg + amlodipine 5 mg tablet, 30

Chem mart Perindopril Arginine/Amlodipine 10/5, CH — PERINDOPRIL + AMLODIPINE, perindopril arginine 10 mg
+ amlodipine 5 mg tablet, 30

Deflectum 10/5, TZ — PERINDOPRIL + AMLODIPINE, perindopril arginine 10 mg + amlodipine 5 mg tablet, 30
Dynoval 10/5, TR — PERINDOPRIL + AMLODIPINE, perindopril arginine 10 mg + amlodipine 5 mg tablet, 30

Terry White Chemists Perindopril Arginine/Amlodipine 10/5, TW — PERINDOPRIL + AMLODIPINE, perindopril
arginine 10 mg + amlodipine 5 mg tablet, 30
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9349C Blooms the Chemist Perindopril Arginine/Amlodipine 10/10, IB — PERINDOPRIL + AMLODIPINE, perindopril
arginine 10 mg + amlodipine 10 mg tablet, 30

9349C Chem mart Perindopril Arginine/Amlodipine 10/10, CH — PERINDOPRIL + AMLODIPINE, perindopril arginine 10
mg + amlodipine 10 mg tablet, 30

9349C Deflectum 10/10, TZ — PERINDOPRIL + AMLODIPINE, perindopril arginine 10 mg + amlodipine 10 mg tablet, 30

9349C Dynoval 10/10, TR — PERINDOPRIL + AMLODIPINE, perindopril arginine 10 mg + amlodipine 10 mg tablet, 30

9349C Terry White Chemists Perindopril Arginine/Amlodipine 10/10, TW — PERINDOPRIL + AMLODIPINE, perindopril
arginine 10 mg + amlodipine 10 mg tablet, 30

2845R Idaprex ARG Combi 5mg/1.25mg, TZ — PERINDOPRIL + INDAPAMIDE, perindopril arginine 5 mg + indapamide
hemihydrate 1.25 mg tablet, 30

2845R Perindo ARG Combi 5mg/1.25mg, TR — PERINDOPRIL + INDAPAMIDE, perindopril arginine 5 mg + indapamide
hemihydrate 1.25 mg tablet, 30

1897w Chem mart Piroxicam, CH — PIROXICAM, piroxicam 10 mg capsule, 50

1897w Terry White Chemists Piroxicam, TW — PIROXICAM, piroxicam 10 mg capsule, 50

5203w Chem mart Piroxicam, CH — PIROXICAM, piroxicam 10 mg capsule, 50 (Dental)

5203w Terry White Chemists Piroxicam, TW — PIROXICAM, piroxicam 10 mg capsule, 50 (Dental)

8580N Quetiapine AN, EA — QUETIAPINE, quetiapine 300 mg tablet, 60

1968N Aquinafil, EA — QUINAPRIL, quinapril 5 mg tablet, 30

1969P Aquinafil, EA — QUINAPRIL, quinapril 10 mg tablet, 30

1970Q Aquinafil, EA — QUINAPRIL, quinapril 20 mg tablet, 30

2590H Rosuvastatin Actavis 5, ED — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

2606E Rosuvastatin Actavis 5, ED — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

3402C Rosuvastatin AN, EA — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

3402C Rosuvastatin Actavis 5, ED — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

9042X Rosuvastatin AN, EA — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

9042X Rosuvastatin Actavis 5, ED — ROSUVASTATIN, rosuvastatin 5 mg tablet, 30

3403D Rosuvastatin AN, EA — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30

9043Y Rosuvastatin AN, EA — ROSUVASTATIN, rosuvastatin 10 mg tablet, 30

3404E Rosuvastatin AN, EA — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30

9044B Rosuvastatin AN, EA — ROSUVASTATIN, rosuvastatin 20 mg tablet, 30

3405F Rosuvastatin AN, EA — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30

9045C Rosuvastatin AN, EA — ROSUVASTATIN, rosuvastatin 40 mg tablet, 30

2236Q Xydep 50, EF — SERTRALINE, sertraline 50 mg tablet, 30

8836C Xydep 50, EF — SERTRALINE, sertraline 50 mg tablet, 30

2237R Xydep 100, EF — SERTRALINE, sertraline 100 mg tablet, 30

8837D Xydep 100, EF — SERTRALINE, sertraline 100 mg tablet, 30

2285G Terbinafine Actavis, ED — TERBINAFINE, terbinafine 250 mg tablet, 42

2804N Terbinafine Actavis, ED — TERBINAFINE, terbinafine 250 mg tablet, 42

8868R Venlafaxine Actavis XR, ED — VENLAFAXINE, venlafaxine 37.5 mg capsule: modified release, 28

8301X Venlafaxine Actavis XR, ED — VENLAFAXINE, venlafaxine 75 mg capsule: modified release, 28

8302Y Venlafaxine Actavis XR, ED — VENLAFAXINE, venlafaxine 150 mg capsule: modified release, 28

Alterations

Alteration — Brand Name

From

8094B Cosamide, AF — BICALUTAMIDE, bicalutamide 50 mg tablet, 28

To

8094B Cosamide 50, AF — BICALUTAMIDE, bicalutamide 50 mg tablet, 28




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

9033K ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Humira)

9034L ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Humira)

9077R ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Humira)

9078T ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes (Humira)

9101B ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges (Humira)

9102C ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges (Humira)

9103D ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges (Humira)

9104E ADALIMUMAB, adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges (Humira)

2518M APREPITANT, aprepitant 165 mg capsule, 1 (Emend)

10137M CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)

10238W CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)

3425G CERTOLIZUMAB PEGOL, certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes (Cimzia)

9249T CHOLESTYRAMINE, cholestyramine 4 g powder for oral liquid, 50 sachets (Questran Lite)

9250W COLESTIPOL HYDROCHLORIDE, colestipol hydrochloride 5 g granules, 120 sachets (Colestid)

8335Q DIPYRIDAMOLE, dipyridamole 200 mg capsule: modified release capsule,release, 60 (Persantin SR)

8382E DIPYRIDAMOLE + ASPIRIN, dipyridamole 200 mg + aspirin 25 mg capsule: modified release capsule,release, 60
(APO-Dipyridamole/Aspirin 200/25, Asasantin SR, Diasp SR)

8683B EPTIFIBATIDE, eptifibatide 20 mg/10 mL injection, 10 mL vial (Integrilin)

8684C EPTIFIBATIDE, eptifibatide 75 mg/100 mL injection, 100 mL vial (Integrilin)

8778B ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack (Enbrel)

8779C ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack (Enbrel)

9035M ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack (Enbrel)

9036N ETANERCEPT, etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack (Enbrel)

9085E ETANERCEPT, ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1 (Enbrel)

9086F ETANERCEPT, ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1 (Enbrel)

9087G ETANERCEPT, ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1 (Enbrel)

9088H ETANERCEPT, ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1 (Enbrel)

9455P ETANERCEPT, ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1 (Enbrel)

9456Q ETANERCEPT, ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1 (Enbrel)

9457R ETANERCEPT, ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1 (Enbrel)

9458T ETANERCEPT, ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1 (Enbrel)

5262Y FINGOLIMOD, fingolimod 500 microgram capsule, 28 (Gilenya)

3430M GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

3431N GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

3432P GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

3433Q GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

3434R GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

3435T GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

3436W GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

3437X GOLIMUMAB, golimumab 50 mg/0.5 mL injection, 0.5 mL syringe (Simponi)

1574W KETOCONAZOLE, ketoconazole 2% shampoo, 60 mL (Nizoral 2%)

9024Y KETOCONAZOLE, ketoconazole 2% cream, 30 g (Nizoral 2% Cream)

9025B KETOCONAZOLE, ketoconazole 1% shampoo, 100 mL (Nizoral 1%)
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10255R

10256T

10656W

8707G

8708H

8709J

8859G

8875D

8876E

8877F

3387G
10038H
10044P
10045Q
2318B
9027D
9028E
9029F
9031H
2962X
1614Y
1615B
1659H
1674D
1795L
5176K
5177L
5178M
5179N
5186Y
1698J
9495R
9496T
10425Q
10494H
9180E
9181F
9182G

LEUPRORELIN, leuprorelin acetate 30 mg modified release injection [1 syringe] (&) inert substance diluent [1
syringe], 1 pack (Lucrin Depot Paediatric 30 mg PDS)

LEUPRORELIN, leuprorelin acetate 30 mg modified release injection [1 syringe] (&) inert substance diluent [1
syringe], 1 pack (Lucrin Depot Paediatric 30 mg PDS)

LEUPRORELIN, leuprorelin acetate 45 mg injection: modified release [1] (&) inert substance diluent [1 syringe], 1
pack (Lucrin Depot 6-Month)

LEUPRORELIN, leuprorelin acetate 7.5 mg modified release injection [1 syringe] (&) inert substance diluent [1
syringe], 1 pack (Eligard 1 month)

LEUPRORELIN, leuprorelin acetate 22.5 mg modified release injection [1 syringe] (&) inert substance diluent [1
syringe], 1 pack (Eligard 3 month)

LEUPRORELIN, leuprorelin acetate 30 mg modified release injection [1 syringe] (&) inert substance diluent [1
syringe], 1 pack (Eligard 4 month)

LEUPRORELIN, leuprorelin acetate 45 mg injection: modified release [1] (&) inert substance diluent [1 syringe], 1
pack (Eligard 6 month)

LEUPRORELIN, leuprorelin acetate 7.5 mg injection: modified release [1] (&) inert substance diluent [2 mL
syringe], 1 pack (Lucrin Depot 7.5mg PDS)

LEUPRORELIN, leuprorelin acetate 22.5 mg injection: modified release [1] (&) inert substance diluent [2 mL
syringe], 1 pack (Lucrin Depot 3 Month PDS)

LEUPRORELIN, leuprorelin acetate 30 mg injection: modified release [1] (&) inert substance diluent [2 mL syringe],
1 pack (Lucrin Depot 4 Month PDS)

LINAGLIPTIN, linagliptin 5 mg tablet, 30 (Trajenta)

LINAGLIPTIN + METFORMIN, linagliptin 2.5 mg + metformin hydrochloride 500 mg tablet, 60 (Trajentamet)
LINAGLIPTIN + METFORMIN, linagliptin 2.5 mg + metformin hydrochloride 1 g tablet, 60 (Trajentamet)
LINAGLIPTIN + METFORMIN, linagliptin 2.5 mg + metformin hydrochloride 850 mg tablet, 60 (Trajentamet)
LIOTHYRONINE, liothyronine sodium 20 microgram tablet, 100 (Tertroxin)

MICONAZOLE, miconazole nitrate 2% cream, 30 g (Daktarin)

MICONAZOLE, miconazole nitrate 2% cream, 70 g (Daktarin)

MICONAZOLE, miconazole nitrate 2% dusting powder, 30 g (Daktarin)

MICONAZOLE, miconazole 2% solution, 30 mL (Daktarin Tincture)

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

NAPROXEN, naproxen 750 mg modified release tablet, 28 (Naprosyn SR750, Proxen SR 750)
NAPROXEN, naproxen 1 g modified release tablet, 28 (Naprosyn SR1000, Proxen SR 1000)
NAPROXEN, naproxen 500 mg tablet, 50 (Inza 500, Naprosyn)

NAPROXEN, naproxen 250 mg tablet, 50 (Inza 250, Naprosyn)

NAPROXEN, naproxen sodium 550 mg tablet, 50 (Anaprox 550, Crysanal)

NAPROXEN, naproxen 250 mg tablet, 50 (Inza 250, Naprosyn)(Dental)

NAPROXEN, naproxen 500 mg tablet, 50 (Inza 500, Naprosyn)(Dental)

NAPROXEN, naproxen 750 mg modified release tablet, 28 (Naprosyn SR750, Proxen SR 750)(Dental)
NAPROXEN, naproxen 1 g modified release tablet, 28 (Naprosyn SR1000, Proxen SR 1000)(Dental)
NAPROXEN, naproxen sodium 550 mg tablet, 50 (Anaprox 550, Crysanal)(Dental)

NYSTATIN, nystatin 100 000 units/g cream, 15 g (Mycostatin)

PRASUGREL, prasugrel 5 mg tablet, 28 (Effient)

PRASUGREL, prasugrel 10 mg tablet, 28 (Effient)

SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices (Cosentyx)
SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices (Cosentyx)
SITAGLIPTIN, sitagliptin 25 mg tablet, 28 (Januvia)

SITAGLIPTIN, sitagliptin 50 mg tablet, 28 (Januvia)

SITAGLIPTIN, sitagliptin 100 mg tablet, 28 (Januvia)




10089B

10090C

9449H
9450J

9451K
1880Y
2109B
2110C
2285G

2804N

9160D
5297T
9378N
9379P

10767Q
10774C

SITAGLIPTIN + METFORMIN, sitagliptin 100 mg + metformin hydrochloride 1 g tablet: modified release, 28
(Janumet XR)

SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 1 g modified release tablet, 56
(Janumet XR)

SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 500 mg tablet, 56 (Janumet)
SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 850 mg tablet, 56 (Janumet)
SITAGLIPTIN + METFORMIN, sitagliptin 50 mg + metformin hydrochloride 1 g tablet, 56 (Janumet)
TAMOXIFEN, tamoxifen 20 mg tablet, 30 (Nolvadex-D)

TAMOXIFEN, tamoxifen 10 mg tablet, 60 (Genox 10)

TAMOXIFEN, tamoxifen 20 mg tablet, 60 (GenRx Tamoxifen, Genox 20, Tamosin, Tamoxifen Sandoz)

TERBINAFINE, terbinafine 250 mg tablet, 42 (GenRx Terbinafine, Lamisil (Novartis Pharmaceuticals Australia Pty
Limited), Sebifin 250, Tamsil, Terbinafine AN, , Terbinafine GH, Terbinafine Sandoz, Terbinafine-DRLA, Tinasil)

TERBINAFINE, terbinafine 250 mg tablet, 42 (GenRx Terbinafine, Lamisil (Novartis Pharmaceuticals Australia Pty
Limited), Sebifin 250, Tamsil, Terbinafine AN, , Terbinafine GH, Terbinafine Sandoz, Terbinafine-DRLA, Tinasil)

TERBINAFINE, terbinafine hydrochloride 1% cream, 15 g (Lamisil)
TRIPTORELIN, triptorelin 22.5 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack (Diphereline)
TRIPTORELIN, triptorelin 3.75 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack (Diphereline)

TRIPTORELIN, triptorelin 11.25 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack
(Diphereline)

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

Alteration — Restriction Level

10255R

10256T

10656W

8707G

8708H

8709J

8859G

8875D

8876E

8877F

2962X

5297T

9378N

9379P

From To
LEUPRORELIN, leuprorelin acetate 30 mg modified release injection [1 syringe] (&) streamlined restricted
inert substance diluent [1 syringe], 1 pack (Lucrin Depot Paediatric 30 mg PDS)
LEUPRORELIN, leuprorelin acetate 30 mg modified release injection [1 syringe] (&) authority- restricted
inert substance diluent [1 syringe], 1 pack (Lucrin Depot Paediatric 30 mg PDS) required
LEUPRORELIN, leuprorelin acetate 45 mg injection: modified release [1] (&) inert streamlined restricted
substance diluent [1 syringe], 1 pack (Lucrin Depot 6-Month)
LEUPRORELIN, leuprorelin acetate 7.5 mg modified release injection [1 syringe] (&) streamlined restricted
inert substance diluent [1 syringe], 1 pack (Eligard 1 month)
LEUPRORELIN, leuprorelin acetate 22.5 mg modified release injection [1 syringe] (&) streamlined restricted
inert substance diluent [1 syringe], 1 pack (Eligard 3 month)
LEUPRORELIN, leuprorelin acetate 30 mg modified release injection [1 syringe] (&) streamlined restricted
inert substance diluent [1 syringe], 1 pack (Eligard 4 month)
LEUPRORELIN, leuprorelin acetate 45 mg injection: modified release [1] (&) inert streamlined restricted
substance diluent [1 syringe], 1 pack (Eligard 6 month)
LEUPRORELIN, leuprorelin acetate 7.5 mg injection: modified release [1] (&) inert streamlined restricted
substance diluent [2 mL syringe], 1 pack (Lucrin Depot 7.5mg PDS)
LEUPRORELIN, leuprorelin acetate 22.5 mg injection: modified release [1] (&) inert streamlined restricted
substance diluent [2 mL syringe], 1 pack (Lucrin Depot 3 Month PDS)
LEUPRORELIN, leuprorelin acetate 30 mg injection: modified release [1] (&) inert streamlined restricted
substance diluent [2 mL syringe], 1 pack (Lucrin Depot 4 Month PDS)
NAFARELIN, nafarelin 200 microgram/actuation nasal spray, 60 actuations (Synarel) authority- restricted
required
TRIPTORELIN, triptorelin 22.5 mg injection [1 vial] (&) inert substance diluent [2 mL streamlined restricted
ampoule], 1 pack (Diphereline)
TRIPTORELIN, triptorelin 3.75 mg injection [1 vial] (&) inert substance diluent [2 mL streamlined restricted
ampoule], 1 pack (Diphereline)
TRIPTORELIN, triptorelin 11.25 mg injection [1 vial] (&) inert substance diluent [2 mL streamlined restricted

ampoule], 1 pack (Diphereline)
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Alteration — Manufacturer Code

5541P
8488R
5542Q

8567X
2361G
2361G
2366M
2366M
2367N
2367N
5443L
9111M
9113P
9115R
9123E
9172R
9174W
9176Y
9178C
5444M
9112N
9114Q
9116T
9124F
9173T
9175X
9177B
9179D
9109K
9110L
2748P

2755B
1925H
5549C
1926J

5550D
1279H
5548B

Trusopt — DORZOLAMIDE, dorzolamide 2% eye drops, 5 mL (Optometrical)
Trusopt — DORZOLAMIDE, dorzolamide 2% eye drops, 5 mL

Cosopt — DORZOLAMIDE + TIMOLOL, dorzolamide 2% + timolol 0.5% eye drops, 5 mL
(Optometrical)

Cosopt — DORZOLAMIDE + TIMOLOL, dorzolamide 2% + timolol 0.5% eye drops, 5 mL
Felodur ER 2.5 mg — FELODIPINE, felodipine 2.5 mg modified release tablet, 30
Plendil ER — FELODIPINE, felodipine 2.5 mg modified release tablet, 30
Felodur ER 5 mg — FELODIPINE, felodipine 5 mg modified release tablet, 30
Plendil ER — FELODIPINE, felodipine 5 mg modified release tablet, 30

Felodur ER 10 mg — FELODIPINE, felodipine 10 mg modified release tablet, 30
Plendil ER — FELODIPINE, felodipine 10 mg modified release tablet, 30

Glivec — IMATINIB, imatinib 100 mg tablet, 60

Glivec — IMATINIB, imatinib 100 mg tablet, 60

Glivec — IMATINIB, imatinib 100 mg tablet, 60

Glivec — IMATINIB, imatinib 100 mg tablet, 60

Glivec — IMATINIB, imatinib 100 mg tablet, 60

Glivec — IMATINIB, imatinib 100 mg tablet, 60

Glivec — IMATINIB, imatinib 100 mg tablet, 60

Glivec — IMATINIB, imatinib 100 mg tablet, 60

Glivec — IMATINIB, imatinib 100 mg tablet, 60

Glivec — IMATINIB, imatinib 400 mg tablet, 30

Glivec — IMATINIB, imatinib 400 mg tablet, 30

Glivec — IMATINIB, imatinib 400 mg tablet, 30

Glivec — IMATINIB, imatinib 400 mg tablet, 30

Glivec — IMATINIB, imatinib 400 mg tablet, 30

Glivec — IMATINIB, imatinib 400 mg tablet, 30

Glivec — IMATINIB, imatinib 400 mg tablet, 30

Glivec — IMATINIB, imatinib 400 mg tablet, 30

Glivec — IMATINIB, imatinib 400 mg tablet, 30

Omepral - OMEPRAZOLE, omeprazole 20 mg enterictablet: tablet,enteric, 30
Omepral - OMEPRAZOLE, omeprazole 20 mg enterictablet: tablet,enteric, 30

Saflutan — TAFLUPROST, tafluprost 0.0015% eye drops, 30 x 0.3 mL unit doses
(Optometrical)

Saflutan — TAFLUPROST, tafluprost 0.0015% eye drops, 30 x 0.3 mL unit doses
Timoptol XE — TIMOLOL, timolol 0.25% eye drops, 2.5 mL

Timoptol XE — TIMOLOL, timolol 0.25% eye drops, 2.5 mL (Optometrical)
Timoptol XE — TIMOLOL, timolol 0.5% eye drops, 2.5 mL

Timoptol XE — TIMOLOL, timolol 0.5% eye drops, 2.5 mL (Optometrical)
Timoptol — TIMOLOL, timolol 0.5% eye drops, 5 mL

Timoptol — TIMOLOL, timolol 0.5% eye drops, 5 mL (Optometrical)

Alteration — Number of Repeats

10494H

SECUKINUMAB, secukinumab 150 mg/mL injection, 2 x 1 mL injection devices
(Cosentyx)

From

MK
MK
MK
MK
MK
FR
FR

From

To

MF
MF
MF

MF
ZA
AP
ZA
AP
ZA
AP
AF
AF
AF
AF
AF
AF
AF
AF
AF
AF
AF
AF
AF
AF
AF
AF
AF
AF
ZA
ZA
MF

MF
MF
MF
MF
MF
MF
MF

To




Advance Notices
1 November 2016
Deletion — Brand

2600W
2604C
1891M

5008N

8179L
8295N
8296P
8297Q
8889W
8504N

9314F

9315G

1209P
1210Q
2532G
8495D
1434L
2591J

2848X
2849Y
28508
2851C
8513C
8627C
8628D
8399C
8694N
8695P
8696Q
2833D
2834E
8197K
9237E
9238F
9239G
2893G
5205Y
8470T
9122D

GenRx Allopurinol, GX — ALLOPURINOL, allopurinol 100 mg tablet, 200
GenRx Allopurinol, GX — ALLOPURINOL, allopurinol 300 mg tablet, 60

Pharmacor AmoxyClav 500/125, CR — AMOXYCILLIN + CLAVULANIC ACID, amoxycillin 500 mg + clavulanic
acid 125 mg tablet, 10

Pharmacor AmoxyClav 500/125, CR — AMOXYCILLIN + CLAVULANIC ACID, amoxycillin 500 mg + clavulanic
acid 125 mg tablet, 10 (Dental)

Pharmacor Anastrozole 1, CR — ANASTROZOLE, anastrozole 1 mg tablet, 30

Pharmacor Candesartan 4, CR — CANDESARTAN, candesartan cilexetil 4 mg tablet, 30
Pharmacor Candesartan 8, CR — CANDESARTAN, candesartan cilexetil 8 mg tablet, 30
Pharmacor Candesartan 16, CR — CANDESARTAN, candesartan cilexetil 16 mg tablet, 30
Pharmacor Candesartan 32, CR — CANDESARTAN, candesartan cilexetil 32 mg tablet, 30

Pharmacor Candesartan HCT 16/12.5, CR — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil
16 mg + hydrochlorothiazide 12.5 mg tablet, 30

Pharmacor Candesartan HCT 32/12.5, CR — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil
32 mg + hydrochlorothiazide 12.5 mg tablet, 30

Pharmacor Candesartan HCT 32/25, CR — CANDESARTAN + HYDROCHLOROTHIAZIDE, candesartan cilexetil
32 mg + hydrochlorothiazide 25 mg tablet, 30

Ciprofloxacin 500, CR — CIPROFLOXACIN, ciprofloxacin 500 mg tablet, 14

Ciprofloxacin 750, CR — CIPROFLOXACIN, ciprofloxacin 750 mg tablet, 14

Pharmacor Donepezil 5, CR — DONEPEZIL, donepezil hydrochloride 5 mg tablet, 28
Pharmacor Donepezil 5, CR — DONEPEZIL, donepezil hydrochloride 5 mg tablet, 28
Fluoxetine 20, CR — FLUOXETINE, fluoxetine 20 mg capsule, 28

Isotretinoin SCP 10, CR — ISOTRETINOIN, isotretinoin 10 mg capsule, 60

Lamotrust 25, CR — LAMOTRIGINE, lamotrigine 25 mg tablet, 56

Lamotrust 50, CR — LAMOTRIGINE, lamotrigine 50 mg tablet, 56

Lamotrust 100, CR — LAMOTRIGINE, lamotrigine 100 mg tablet, 56

Lamotrust 200, CR — LAMOTRIGINE, lamotrigine 200 mg tablet, 56

GenRx Mirtazapine, GX — MIRTAZAPINE, mirtazapine 30 mg tablet, 30

Pharmacor Montelukast 4, CR — MONTELUKAST, montelukast 4 mg chewable tablet, 28
Pharmacor Montelukast 5, CR — MONTELUKAST, montelukast 5 mg chewable tablet, 28
I-Pantoprazole, CR — PANTOPRAZOLE, pantoprazole 20 mg enteric tablet, 30
Pharmacor Pioglitazone 15, CR — PIOGLITAZONE, pioglitazone 15 mg tablet, 28
Pharmacor Pioglitazone 30, CR — PIOGLITAZONE, pioglitazone 30 mg tablet, 28
Pharmacor Pioglitazone 45, CR — PIOGLITAZONE, pioglitazone 45 mg tablet, 28
Pharmacor Pravastat 10, CR — PRAVASTATIN, pravastatin sodium 10 mg tablet, 30
Pharmacor Pravastat 20, CR — PRAVASTATIN, pravastatin sodium 20 mg tablet, 30
Pharmacor Pravastat 40, CR — PRAVASTATIN, pravastatin sodium 40 mg tablet, 30
Pharmacor Pravastat 10, CR — PRAVASTATIN, pravastatin sodium 10 mg tablet, 30
Pharmacor Pravastat 20, CR — PRAVASTATIN, pravastatin sodium 20 mg tablet, 30
Pharmacor Pravastat 40, CR — PRAVASTATIN, pravastatin sodium 40 mg tablet, 30
Pharmacor Prozine 5, CR — PROCHLORPERAZINE, prochlorperazine maleate 5 mg tablet, 25
Pharmacor Prozine 5, CR — PROCHLORPERAZINE, prochlorperazine maleate 5 mg tablet, 25 (Dental)
Pharmacor Ramipril 10, CR — RAMIPRIL, ramipril 10 mg capsule, 30

Pharmacor Ramipril 5, CR — RAMIPRIL, ramipril 5 mg capsule, 30
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3171X
3172y
1760P
5260W
5261X
8016X
2000G

2001H
8301X
8302Y

Rispericor 3, CR — RISPERIDONE, risperidone 3 mg tablet, 60

Rispericor 4, CR — RISPERIDONE, risperidone 4 mg tablet, 60

Roxithromycin SCP 150, CR — ROXITHROMYCIN, roxithromycin 150 mg tablet, 10
Roxithromycin SCP 150, CR — ROXITHROMYCIN, roxithromycin 150 mg tablet, 10 (Dental)
Roxithromycin SCP 300, CR — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5 (Dental)
Roxithromycin SCP 300, CR — ROXITHROMYCIN, roxithromycin 300 mg tablet, 5

Pharmacor Salbutamol 2.5, CR — SALBUTAMOL, salbutamol 2.5 mg/2.5 mL inhalation solution, 30 x 2.5 mL
ampoules

Pharmacor Salbutamol 5, CR — SALBUTAMOL, salbutamol 5 mg/2.5 mL inhalation solution, 30 x 2.5 mL ampoules
Venlafaxine SR SCP 75, CR — VENLAFAXINE, venlafaxine 75 mg modified release capsule, 28
Venlafaxine SR SCP 150, CR — VENLAFAXINE, venlafaxine 150 mg modified release capsule, 28

1 December 2016
Deletion — Brand

2014B

8213G
8214H
8215J
8521L
9230T
9231W
9232X
9233Y
8439E
8440F
1397M
5088T

10103R
8506Q
1182F
1183G
8401E

10063P
2541R
5552F
8243W
8301X
8302Y
8868R

Gaviscon P, RC — ALGINATE SODIUM + CALCIUM CARBONATE + BICARBONATE, alginate sodium 500 mg/10
mL + calcium carbonate 160 mg/10 mL + sodium bicarbonate 267 mg/10 mL oral liquid, 500 mL

Atorvastatin Pfizer, FZ — ATORVASTATIN, atorvastatin 10 mg tablet, 30
Atorvastatin Pfizer, FZ — ATORVASTATIN, atorvastatin 20 mg tablet, 30
Atorvastatin Pfizer, FZ — ATORVASTATIN, atorvastatin 40 mg tablet, 30
Atorvastatin Pfizer, FZ — ATORVASTATIN, atorvastatin 80 mg tablet, 30
Atorvastatin Pfizer, FZ — ATORVASTATIN, atorvastatin 10 mg tablet, 30
Atorvastatin Pfizer, FZ — ATORVASTATIN, atorvastatin 20 mg tablet, 30
Atorvastatin Pfizer, FZ — ATORVASTATIN, atorvastatin 40 mg tablet, 30
Atorvastatin Pfizer, FZ — ATORVASTATIN, atorvastatin 80 mg tablet, 30
Kudeq, FZ — CELECOXIB, celecoxib 100 mg capsule, 60

Kudeq, FZ — CELECOXIB, celecoxib 200 mg capsule, 30
Erythrocin-l.V., ZC — ERYTHROMYCIN LACTOBIONATE, erythromycin (as lactobionate) 1 g injection, 1 vial

Erythrocin-l.V., ZC — ERYTHROMYCIN LACTOBIONATE, erythromycin (as lactobionate) 1 g injection, 1 vial
(Dental)

Exemestane Pfizer, FZ — EXEMESTANE, exemestane 25 mg tablet, 30
Exemestane Pfizer, FZ — EXEMESTANE, exemestane 25 mg tablet, 30
Monopril, BQ — FOSINOPRIL, fosinopril sodium 10 mg tablet, 30
Monopril, BQ — FOSINOPRIL, fosinopril sodium 20 mg tablet, 30

Monoplus 20/12.5, BQ — FOSINOPRIL + HYDROCHLOROTHIAZIDE, fosinopril sodium 20 mg +
hydrochlorothiazide 12.5 mg tablet, 30

Isopto Homatropine, AQ — HOMATROPINE, homatropine hydrobromide 2% eye drops, 15 mL (Optometrical)
Isopto Homatropine, AQ — HOMATROPINE, homatropine hydrobromide 2% eye drops, 15 mL

Latanoprost Pfizer, FZ — LATANOPROST, latanoprost 0.005% eye drops, 2.5 mL (Optometrical)
Latanoprost Pfizer, FZ — LATANOPROST, latanoprost 0.005% eye drops, 2.5 mL

Altven, FZ — VENLAFAXINE, venlafaxine 75 mg modified release capsule, 28

Altven, FZ — VENLAFAXINE, venlafaxine 150 mg modified release capsule, 28

Altven, FZ — VENLAFAXINE, venlafaxine 37.5 mg modified release capsule, 28

1 January 2017
Deletion — Brand

2712R

2946C

Camino Pro Restore, QH — GLYCOMACROPEPTIDE AND ESSENTIAL AMINO ACIDS, glycomacropeptide and
essential amino acids oral liquid, 12 x 500 mL bottles

Phosphate Sandoz, NV — PHOSPHORUS, phosphorus 500 mg effervescent tablet, 100
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1 February 2017
Deletion — Brand

8118G Kalma 2, AF — ALPRAZOLAM, alprazolam 2 mg tablet, 50
8118G GenRx Alprazolam, GX — ALPRAZOLAM, alprazolam 2 mg tablet, 50
8118G Alprax 2, QA — ALPRAZOLAM, alprazolam 2 mg tablet, 50

8289G Avonex, BD — INTERFERON BETA-1A, interferon beta-1a 6 million units (30 microgram) injection [4 vials] (&) inert
substance diluent [4 x 1.1 mL syringes], 1 pack

8805K Avonex, BD — INTERFERON BETA-1A, interferon beta-1a 6 million units (30 microgram)/0.5 mL injection, 4 x 0.5
mL syringes

Palliative Care

Deletions
Deletion — Brand

5361E Diclofenac-GA, ED — DICLOFENAC, diclofenac sodium 25 mg tablet: enteric, 50
5362F Diclofenac-GA, ED — DICLOFENAC, diclofenac sodium 50 mg tablet: enteric, 50

Highly Specialised Drugs Program (Private Hospital)

Deletions
Deletion — Item

6211X INTERFERON ALFA-2A, interferon alfa-2a 4.5 million units/0.5 mL injection, 0.5 mL syringe (Roferon-A)

Alterations

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

6499C DEFERASIROX, deferasirox 125 mg dispersible tablet, 28 (Exjade)

6500D DEFERASIROX, deferasirox 250 mg dispersible tablet, 28 (Exjade)

9600G DEFERASIROX, deferasirox 500 mg dispersible tablet, 28 (Exjade)

6416Q DEFERIPRONE, deferiprone 500 mg tablet, 100 (Ferriprox)

9638G DEFERIPRONE, deferiprone 100 mg/mL oral liquid, 250 mL (Ferriprox)

6113R DESFERRIOXAMINE, desferrioxamine mesylate 500 mg injection, 10 vials (Hospira Pty Limited)
6270B DESFERRIOXAMINE, desferrioxamine mesylate 2 g injection, 1 vial (Hospira Pty Limited)
6448J INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade)

6496X INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade)

6227R OCTREOTIDE, octreotide 50 microgram/mL injection, 5 x 1 mL ampoules (Hospira Pty Limited, Octreotide (SUN),
Octreotide MaxRx, Sandostatin 0.05)

6228T OCTREOTIDE, octreotide 100 microgram/mL injection, 5 x 1 mL ampoules (Hospira Pty Limited, Octreotide (SUN),
Octreotide MaxRx, Sandostatin 0.1)

6229W OCTREOTIDE, octreotide 500 microgram/mL injection, 5 x 1 mL ampoules (Hospira Pty Limited, Octreotide (SUN),
Octreotide MaxRx, Sandostatin 0.5)

Advance Notices
1 November 2016
Deletion — Brand

6100C Celazadine, JU — AZACITIDINE, azacitidine 100 mg injection, 1 vial
6138C Celazadine, JU — AZACITIDINE, azacitidine 100 mg injection, 1 vial

Highly Specialised Drugs Program (Public Hospital)

Deletions
Deletion — Item
5760E INTERFERON ALFA-2A, interferon alfa-2a 4.5 million units/0.5 mL injection, 0.5 mL syringe (Roferon-A)
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Alterations
Alteration — Restriction
The following items have additions, deletions or alterations to restrictions, notes and/or cautions.

5654N DEFERASIROX, deferasirox 125 mg dispersible tablet, 28 (Exjade)

5655P DEFERASIROX, deferasirox 250 mg dispersible tablet, 28 (Exjade)

5656Q DEFERASIROX, deferasirox 500 mg dispersible tablet, 28 (Exjade)

5657R DEFERIPRONE, deferiprone 500 mg tablet, 100 (Ferriprox)

5658T DEFERIPRONE, deferiprone 100 mg/mL oral liquid, 250 mL (Ferriprox)

5661Y DESFERRIOXAMINE, desferrioxamine mesylate 2 g injection, 1 vial (Hospira Pty Limited)
5662B DESFERRIOXAMINE, desferrioxamine mesylate 500 mg injection, 10 vials (Hospira Pty Limited)
5753T INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade)

5756Y INFLIXIMAB, infliximab 100 mg injection, 1 vial (Inflectra, Remicade)

9508K OCTREOTIDE, octreotide 50 microgram/mL injection, 5 x 1 mL ampoules (Hospira Pty Limited, Octreotide (SUN),
Octreotide MaxRx, Sandostatin 0.05)

9509L OCTREOTIDE, octreotide 100 microgram/mL injection, 5 x 1 mL ampoules (Hospira Pty Limited, Octreotide (SUN),
Octreotide MaxRx, Sandostatin 0.1)

9510M OCTREOTIDE, octreotide 500 microgram/mL injection, 5 x 1 mL ampoules (Hospira Pty Limited, Octreotide (SUN),
Octreotide MaxRx, Sandostatin 0.5)

Advance Notices
1 November 2016
Deletion — Brand

9597D Celazadine, JU — AZACITIDINE, azacitidine 100 mg injection, 1 vial
9598E Celazadine, JU — AZACITIDINE, azacitidine 100 mg injection, 1 vial

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

10903W DARUNAVIR + COBICISTAT, darunavir 800 mg + cobicistat 150 mg tablet, 30 (Prezcobix)

Deletions
Deletion — ltem

10371W INTERFERON ALFA-2A, interferon alfa-2a 4.5 million units/0.5 mL injection, 0.5 mL syringe (Roferon-A)

Deletion — Brand
10304H Nevipin, EA — NEVIRAPINE, nevirapine 200 mg tablet, 60

Growth Hormone Program

Additions
Addition — Item

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

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

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

Advance Notices

1 January 2017
Deletion — Brand

10433D Saizen 8 mg click.easy, SG — SOMATROPIN, SOMATROPIN (Recombinant human growth hormone) Injection 8
mg (24 i.u.) vial with 1.37 mL diluent cartridge (with preservative) (for use with one.click auto-injector), 1
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10471D Saizen 8 mg click.easy, SG — SOMATROPIN, SOMATROPIN (Recombinant human growth hormone) Injection 8
mg (24 i.u.) vial with 1.37 mL diluent cartridge (with preservative) (for use with one.click auto-injector), 1

6329D Saizen 8 mg click.easy, SG — SOMATROPIN, SOMATROPIN (Recombinant human growth hormone) Injection 8
mg (24 i.u.) vial with 1.37 mL diluent cartridge (with preservative) (for use with one.click auto-injector), 1

IVF Program

Additions
Addition — Item

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

Opiate Dependence Treatment Program

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

6307Y BUPRENORPHINE, buprenorphine 400 microgram sublingual tablet, 7 (Subutex)
6308B BUPRENORPHINE, buprenorphine 2 mg sublingual tablet, 7 (Subutex)
6309C BUPRENORPHINE, buprenorphine 8 mg tablet, 7 (Subutex)

9749D BUPRENORPHINE + NALOXONE, buprenorphine 2 mg + naloxone 500 microgram sublingual film, 28 (Suboxone
Film 2/0.5)

9750E BUPRENORPHINE + NALOXONE, buprenorphine 8 mg + naloxone 2 mg sublingual film, 28 (Suboxone Film 8/2)
6171T METHADONE, methadone hydrochloride 5 mg/mL oral liquid, 200 mL (Aspen Methadone Syrup, Biodone Forte)
6172W METHADONE, methadone hydrochloride 5 mg/mL oral liquid, 1 L (Aspen Methadone Syrup, Biodone Forte)

Repatriation Pharmaceutical Benefits

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

4010C AMOROLFINE, amorolfine 5% application, 5 mL (Aporyl, Loceryl, Myconail, Pharmacy Action Anti-Fungal Nail
Treatment, Sandoz Nail Repair)

4092J BUDESONIDE, budesonide 64 microgram/actuation nasal spray, 120 actuations (Budamax Aqueous)
4106D CICLOPIROX, ciclopirox olamine 1.5% shampoo, 60 mL (Stieprox Liquid)

4089F IPRATROPIUM, ipratropium bromide monohydrate 22 microgram/actuation nasal spray, 180 actuations (Atrovent
Nasal Aqueous)

4090G IPRATROPIUM, ipratropium bromide monohydrate 44 microgram/actuation nasal spray, 180 actuations (Atrovent
Nasal Forte)

4007X KETOCONAZOLE, ketoconazole 2% shampoo, 100 mL (Sebizole)
4008Y KETOCONAZOLE, ketoconazole 2% shampoo, 60 mL (Nizoral 2%)
4571N NICOTINE, nicotine 7 mg/24 hours patch, 7 (QuitX)

4572P NICOTINE, nicotine 14 mg/24 hours patch, 7 (Nicabate CQ 14, QuitX)
4573Q NICOTINE, nicotine 21 mg/24 hours patch, 7 (Nicabate CQ 21, QuitX)
4576W NICOTINE, nicotine 5 mg/16 hours patch, 7 (Nicorette Patch)

4577X NICOTINE, nicotine 10 mg/16 hours patch, 7 (Nicorette Patch)

4578Y NICOTINE, nicotine 15 mg/16 hours patch, 7 (Nicorette Patch)

4011D TERBINAFINE, terbinafine 250 mg tablet, 42 (GenRx Terbinafine, Lamisil (Novartis Pharmaceuticals Australia Pty
Limited), Tamsil, Terbinafine GH, Terbinafine Sandoz, Tinasil)

4463X TERBINAFINE, terbinafine 1% gel, 15 g (Lamisil DermGel)
4473K TERBINAFINE, terbinafine hydrochloride 1% cream, 15 g (Lamisil, Pharmacy Action Pharmisil)
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Advance Notices
1 November 2016
Deletion — Brand

4190M
tablet, 60

Arthrotec 50, PF — DICLOFENAC + MISOPROSTOL, diclofenac sodium 50 mg + misoprostol 200 microgram
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General Pharmaceutical Benefits

= ADALIMUMAB

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

Ankylosing spondylitis

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised biological disease modifying anti-
rheumatic drug (bDMARD) treatment in this treatment cycle, AND

e Patient must have demonstrated an adequate response to treatment with this drug.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

All measurements provided must be no more than 1 month old at the time of application.

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

All applications for continuing treatment with this drug must include a measurement of response to the prior course of

therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment course. If the

application is the first application for continuing treatment following an initial treatment course it must be made following a

minimum of 12 weeks of treatment with this drug. If the response assessment is not submitted within these timeframes, the

patient will be deemed to have failed this course of treatment.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5

years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and

the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

A patient who has failed fewer than 3 bDMARDSs in a treatment cycle and who has a break in therapy of more than 5 years
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may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised bDMARD therapy
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or
(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or
(i) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.
Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.
For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.
(b) Grandfather patients - secukinumab only.
For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction
(c) Continuing treatment.
Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.
A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.
(3) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.
(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

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

Authority required
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Ankylosing spondylitis

Treatment Phase: Continuing treatment — balance of supply

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

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

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

e Patient must be an adult.
Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges

9104E Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1679.35 38.30 Humira [VE]

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes

9078T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1679.35 38.30 Humira [VE]

= ADALIMUMAB

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

Severe psoriatic arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

¢ Patient must demonstrate, at the time of application, 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 an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial

treatment application must be provided for all subsequent continuing treatment applications.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of

PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment

course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an

assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to

respond to treatment with this drug.
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The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
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requirements.
Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.
Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:
(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or
(ii) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and
(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.
To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.
(4) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

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

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges
9102C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 5 . 1679.35 38.30 Humira [VE]

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
9034L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 5 . 1679.35 38.30 Humira [VE]

= ADALIMUMAB

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
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Active ankylosing spondylitis

Treatment Phase: Initial 1 (new patients)

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

o Patient must not have received any PBS-subsidised treatment with either adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab or secukinumab in this treatment cycle, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,

AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months.

Population criteria:

o Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

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

application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level

greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID

treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1

month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the

reason this criterion cannot be satisfied.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which must include the

following:

(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form; and

(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and

(iv) a signed patient acknowledgment.

The assessment of the patient's response to the initial course of treatment must be made following a minimum of 12 weeks

of treatment and submitted no later than 4 weeks from the cessation of that treatment course. If the response assessment is

not submitted within these timeframes, the patient will be deemed to have failed this course of treatment.

A maximum of 16 weeks of treatment with this drug will be approved under this criterion.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5

years have elapsed between the date the last prescription for a PBS-subsidised biological disease modifying anti-rheumatic

drug (bDMARD) was approved in this cycle and the date of the first application under a new cycle.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au
Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Authority required

Ankylosing spondylitis

Treatment Phase: Initial 2 (change or recommencement for all patients)

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received prior PBS-subsidised biological disease modifying anti-rheumatic drug (bDMARD) treatment
for this condition in this treatment cycle, AND

e Patient must not have failed PBS-subsidised therapy with this drug for this condition in the current treatment cycle, AND

e Patient must be eligible to receive further bDMARD therapy.
Population criteria:

e Patient must be an adult.
Treatment criteria:

e Must be treated by a rheumatologist.
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Note

Note

Where the most recent course of PBS-subsidised bDMARD treatment was approved under either of the initial treatment
restrictions (i.e. for patients with no prior PBS-subsidised bDMARD therapy or, under this restriction, for patients who have
received previous PBS-subsidised bDMARD therapy) the patient must have been assessed for response to that course
following a minimum of 12 weeks of treatment. These assessments must be provided to the Department of Human Services
no later than 4 weeks from the date the course was ceased. If the response assessment is not submitted within these
timeframes, the patient will be deemed to have failed this course of treatment.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, patients must have been assessed for response, and the assessment must be submitted to the Department of
Human Services no later than 4 weeks from the date that course was ceased.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

A maximum of 16 weeks of treatment with this drug will be approved under this criterion.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and
the date of the first application under a new cycle.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDSs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(iii) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction

(c) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
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weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.

(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment — Initial 1 (new patients) or Initial 2 (change or recommencement for all patients) —
balance of supply

Clinical criteria:

e Patient must have active, or a documented history of active, ankylosing spondylitis, AND

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patients) restriction to complete 16
weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement for all
patients) restriction to complete 16 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.
Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges
9103D Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 3 . 1679.35 38.30 Humira [VE]

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
9077R Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 3 . 1679.35 38.30 Humira [VE]

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

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or
more)

Clinical criteria:

e Patient must have severe active psoriatic arthritis, AND

e Patient must have received no prior PBS-subsidised treatment with a biological agent for this condition; OR
e Patient must have received no PBS-subsidised treatment with a biological agent for at least 5 years if they have
previously received PBS-subsidised treatment with a biological agent for this condition, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

e Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

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

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved
Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,
which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be
provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at
the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater
than 15 mg per L; and

either

(a) an active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(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).
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons
why this criterion cannot be satisfied.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement.

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement
for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe psoriatic arthritis
Treatment Phase: Initial treatment — Initial 2 (change or recommencement of treatment)
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Clinical criteria:

¢ Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents within
this Treatment Cycle, AND

e Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug during the current
Treatment Cycle, AND

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

Population criteria:

o Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Applications for a patient who has previously received PBS-subsidised treatment with this drug within this Treatment Cycle
and who wishes to recommence therapy with this drug within this same Cycle, must be accompanied by evidence of a
response to the patient's most recent course of PBS-subsidised treatment with this drug.

Where the most recent course of PBS-subsidised treatment was approved under either of the initial treatment restrictions
(i.e. for patients with no prior PBS-subsidised biological therapy or, under this restriction, for patients who have received
previous PBS-subsidised biological therapy), the patient must have been assessed for response following a minimum of 12
weeks of therapy. This assessment must have been submitted no later than 4 weeks from the date that course was ceased.
Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, the patient must have been assessed for response, and the assessment submitted no later than 4 weeks from the
date that course was ceased.

Where a response assessment was not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
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more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(ii) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(iii) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
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received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.
Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Department of Human Services website at www.humanservices.gov.au
Applications for authority to prescribe should be forwarded to:
Department of Human Services
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of 5 years or more)

or Initial 2 (change or recommencement of treatment) - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment) restriction to complete 16 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL cartridges
0101B Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 3 . 1679.35 38.30 Humira [VE]

adalimumab 40 mg/0.8 mL injection, 2 x 0.8 mL syringes
O033K Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 3 . 1679.35 38.30 Humira [VE]

= APREPITANT
Note Aprepitant is not PBS-subsidised for nausea and vomiting associated with radiotherapy being used to treat malignancy.
Note No increase in the maximum quantity or number of units may be authorised.
Note No increase in the maximum number of repeats may be authorised.

Authority required (STREAMLINED)

4211

Nausea and vomiting

Clinical criteria:

e The condition must be associated with cytotoxic chemotherapy being used to treat malignancy, AND

e The treatment must be in combination with a 5-hydroxytryptamine receptor (5HT3) antagonist and dexamethasone, AND

e Patient must be scheduled to be administered a chemotherapy regimen that includes any 1 of the following agents:
altretamine; carmustine; cisplatin when a single dose constitutes a cycle of chemotherapy; cyclophosphamide at a dose
of 1500 mg per square metre per day or greater; dacarbazine; procarbazine when a single dose constitutes a cycle of
chemotherapy; streptozocin.

No more than 1 capsule of aprepitant 165 mg will be authorised per cycle of cytotoxic chemotherapy.

Authority required (STREAMLINED)

4215

Nausea and vomiting

Clinical criteria:

e The condition must be associated with cytotoxic chemotherapy being used to treat breast cancer, AND

e The treatment must be in combination with a 5-hydroxytryptamine receptor (5HT3) antagonist and dexamethasone, AND

e Patient must be scheduled to be co-administered cyclophosphamide and an anthracycline.

No more than 1 capsule of aprepitant 165 mg will be authorised per cycle of cytotoxic chemotherapy.

Authority required (STREAMLINED)

6444

Nausea and vomiting
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Clinical criteria:

e The condition must be associated with moderately emetogenic cytotoxic chemotherapy being used to treat malignancy,

AND

e The treatment must be in combination with a 5-hydroxytryptamine receptor (5HT3) antagonist and dexamethasone on
day 1 of a chemotherapy cycle, AND

e Patient must have had a prior episode of chemotherapy induced nausea or vomiting, AND

e Patient must be scheduled to be administered a chemotherapy regimen that includes any 1 of the following intravenous
chemotherapy agents: arsenic trioxide; azacitidine; cyclophosphamide at a dose of less than 1500 mg per square metre
per day; cytarabine at a dose of greater than 1 g per square metre per day; dactinomycin; daunorubicin; doxorubicin;
epirubicin; fotemustine; idarubicin; ifosfamide; irinotecan; melphalan; methotrexate at a dose of 250 mg to 1 g per square
metre; raltitrexed.

No more than 1 capsule of aprepitant 165 mg will be authorised per cycle of cytotoxic chemotherapy.

Concomitant use of a 5HT3 antagonist should not occur with aprepitant on days 2 and 3 of any chemotherapy cycle.

Authority required (STREAMLINED)

6370

Nausea and vomiting

Clinical criteria:

e The condition must be associated with cytotoxic chemotherapy being used to treat malignancy, AND

e The treatment must be in combination with a 5-hydroxytryptamine receptor (5HT3) antagonist and dexamethasone on
day 1 of a chemotherapy cycle, AND

e Patient must be scheduled to be administered a chemotherapy regimen that includes either carboplatin or oxaliplatin.

No more than 1 capsule of aprepitant 165 mg will be authorised per cycle of cytotoxic chemotherapy.

Concomitant use of a 5HT3 antagonist should not occur with aprepitant on days 2 and 3 of any chemotherapy cycle.

aprepitant 165 mg capsule, 1

2518M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 115.03 38.30 Emend [MK]

= CERTOLIZUMAB PEGOL

Note Authority approval for sufficient therapy to complete a maximum of 18-20 weeks of treatment may be requested by

telephone by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST
Monday to Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 18-20 weeks of treatment should
be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of more than 24

months) or Initial 2 (change or recommencement of treatment after break of less than 24 months) — balance of supply.

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after break of more than 24 months) restriction to complete 18 to 20 weeks treatment, depending on the
dosage regimen; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment after break of less than 24 months) restriction to complete 18 to 20 weeks treatment, depending on the dosage
regimen, AND

e The treatment must provide no more than the balance of up to 18 to 20 weeks treatment available under the above
restrictions.

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.

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes

10892G Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 2 . 1360.98 38.30 Cimzia [UC]

= CERTOLIZUMAB PEGOL

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 approval for sufficient therapy to complete a maximum of 18 to 20 weeks of treatment may be requested by

telephone by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST
Monday to Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 18 to 20 weeks of treatment
should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs
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Reply Paid 9826

GPO Box 9826

HOBART TAS 7001

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment — Initial 1 (new patients) or Initial 2 (change or recommencement for all patients) —

balance of supply

Clinical criteria:

e Patient must have active, or a documented history of active, ankylosing spondylitis, AND

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patients) restriction to complete 18
to 20 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement for all
patients) restriction to complete 18 to 20 weeks treatment, AND

e The treatment must provide no more than the balance of up to 18 to 20 weeks treatment available under the above
restrictions.

Population criteria:

e Patient must be an adult.
Treatment criteria:

e Must be treated by a rheumatologist.
certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes

10897M Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 2 . 1360.98 38.30 Cimzia [UC]

= CERTOLIZUMAB PEGOL

Note Authority approval for sufficient therapy to complete a maximum of 18 to 20 weeks of treatment may be requested by
telephone by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST
Monday to Friday).
Written application for authority approval for sufficient therapy to complete a maximum of 18 to 20 weeks of treatment
should be forwarded to:
Department of Human Services
Prior Written Approval of Complex Drugs
Reply Paid 9826
GPO Box 9826
HOBART TAS 7001

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

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

Note Special Pricing Arrangements apply.

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of 5 years or more)

or Initial 2 (change or recommencement of treatment) - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after a break of 5 years or more) restriction to complete 18 to 20 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment) restriction to complete 18 to 20 weeks treatment, AND

e The treatment must provide no more than the balance of up to 18 to 20 weeks treatment available under the above
restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes

10896L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 2 . 1360.98 38.30 Cimzia [UC]

= CERTOLIZUMAB PEGOL

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have a documented history of severe active rheumatoid arthritis, AND

e Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must have received this drug as their most recent course of PBS-subsidised biological disease modifying anti-
rheumatic drug (-DMARD) treatment, AND

e Patient must not receive more than 24 weeks of treatment per continuing treatment course authorised under this
restriction.
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Population criteria:

e Patient must be aged 18 years or older.

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.

For the purposes of this restriction bDMARD means abatacept, adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, rituximab, tocilizumab or tofacitinib.

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 Rheumatoid Arthritis PBS Authority Application - Supporting Information Form.

All applications for continuing treatment with this drug must include a measurement of response to the prior course of
therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment course. If the
application is the first application for continuing treatment with this drug, it must be accompanied by an assessment of
response to a minimum of 12 weeks of treatment with an initial treatment course.

Where a response assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have
failed to respond to treatment with this drug.

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 TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
disease modifying antirheumatic drugs (b DMARDSs) for adults with severe active rheumatoid arthritis. Where the term
bDMARD appears in the following notes and restrictions it 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-associated
kinase (JAK) inhibitor (tofacitinib).

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological disease modifying anti-rheumatic drugs
at any 1 time.

In order to be eligible to receive PBS-subsidised treatment with rituximab, a patient must have already failed to demonstrate
a response to at least 1 course of treatment with a PBS-subsidised TNF-alfa antagonist.

A patient receiving PBS-subsidised bDMARD therapy may swap to an alternate bDMARD without having to experience a
disease flare. Under these interchangeability arrangements:

- a patient may continue to receive long-term treatment with a PBS-subsidised bDMARD while they continue to show a
response to therapy,

- a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised bDMARD more than once, and

- once a patient has either failed or ceased to respond to treatment 5 times, they will not be eligible to receive further PBS-
subsidised bDMARDs for the treatment of rheumatoid arthritis.

For patients who have failed PBS-subsidised treatment with 2 or 3 TNF-alfa antagonists prior to 1 August 2010 please
contact the Department of Human Services on 1800 700 270.

A patient whose most recent course of PBS-subsidised therapy was with rituximab and whose response to this treatment is
sustained for more than 12 months, may apply for a further course of rituximab under the Continuing treatment restriction. A
patient who has failed fewer than 5 bDMARDs and who has a break in therapy of less than 24 months may commence a
further course of treatment with a bDMARD without having to requalify under the Initial 1 treatment restriction. A patient who
has failed fewer than 5 bDMARDs and who has had a break in therapy of longer than 24 months must requalify for
treatment under the Initial 1 treatment restriction.

The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised bDMARD
treatment is stopped to the date of the new application for treatment with a bDMARD.

(1) How to prescribe PBS-subsidised bDMARD therapy after 1 August 2010.

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment and wishes to commence such therapy, excluding
rituximab (Initial 1); or

(i) a patient wishes to re-commence treatment with a bDMARD following a break in PBS-subsidised therapy of more than
24 months (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(iv) a patient wishes to re-commence treatment with a specific bDMARD following a break of less than 24 months in PBS-
subsidised therapy with that agent (Initial 2).
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Initial applications for new or re-commencing patients (Initial 1) must include a joint count and ESR and/or CRP measured at
the completion of the 6-month intensive DMARD trial, but prior to ceasing DMARD therapy.

Initial treatment authorisations will be limited to provide a maximum of 16 weeks of therapy for abatacept, adalimumab,
etanercept, golimumab, tocilizumab and tofacitinib, 18 to 20 weeks of therapy with certolizumab pegol (depending upon the
dosing regimen), 22 weeks of therapy for infliximab and 2 infusions of rituximab.

A patient must be assessed for response to any course of initial PBS-subsidised treatment (excluding rituximab) following a
minimum of 12 weeks of therapy and this assessment must be submitted to the Department of Human Services no later
than 4 weeks from the date that course was ceased.

Rituximab patients must be assessed following a minimum of 12 weeks after the first infusion, and this assessment must be
submitted to the Department of Human Services within 4 weeks.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD (excluding rituximab) treatment it is recommended that a
patient is reviewed in the month prior to completing their current course of treatment and that an application is submitted to
the Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course.
Abatacept patients:

Patients are eligible to receive one |.V. loading dose when commencing treatment with the subcutaneous formulation. For
these patients two prescriptions are required, the first prescription for the 1.V. loading dose for sufficient vials for one dose
based on the patient's weight with no repeats. The second prescription for the pre-filled syringes, with a maximum quantity
of 4 and up to 3 repeats, must be submitted with the initial application.

Rituximab patients:

A further application may be submitted to the Department of Human Services 24 weeks after the first infusion. New
baselines may be submitted with this application if appropriate.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific b DMARD (excluding rituximab), a patient may qualify
to receive up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24
weeks providing they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

Assessments of response to a course of PBS-subsidised therapy must be submitted to the Department of Human Services
no later than 4 weeks from the date that course was ceased.

Rituximab patients:

A patient may qualify to receive a further course of treatment (every 24 weeks) with this agent providing they have
demonstrated an adequate response to treatment following a minimum of 12 weeks after the first infusion of their most
recent treatment with rituximab. The patient remains eligible to receive a course of rituximab every 24 weeks providing they
continue to demonstrate a response as specified in the restriction.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
without having to requalify with respect to the indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the
C-reactive protein (CRP) levels and the joint count) or the prior non-bDMARD therapy requirements, except if the patient
has had a break in therapy of more than 24 months. However the requirement for concomitant treatment with methotrexate,
where it applies, must be met for each bDMARD trialled.

Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that agent.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug.

Abatacept patients:

Patients swapping from 1.V. abatacept to subcutaneous abatacept will not be eligible for an I.V. loading dose when
commencing treatment with the subcutaneous formulation.

In order to trial rituximab, a patient must have trialled and failed to demonstrate a response to at least 1 PBS-subsidised
TNF-alfa antagonist treatment.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

PBS subsidy does not allow for patients to receive treatment with another PBS-subsidised biological agent during the
required treatment-free period applying to patients who have demonstrated a response to their most recent course of
rituximab. This means that patients who have 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 bDMARD. Patients who fail to respond to rituximab and who qualify and wish to trial a course of an
alternate bDMARD may do so without having to have any treatment-free period.

To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

the Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the joint count, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted and the Department of Human Services will assess response according to these revised baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
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provided to determine response. Similarly, 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.

Except as specified under the Initial 1 treatment restriction, a baseline joint count and ESR and/or CRP should be performed
whilst the patient is still on treatment or within 1 month of ceasing prior treatment. Applications under the Initial 1 treatment
restriction for new or re-commencing patients must include a joint count and ESR and/or CRP measured at the completion
of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Continuing Treatment — balance of supply.

Clinical criteria:

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

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

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.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
3425G Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 1360.98 38.30 Cimzia [UC]

» CERTOLIZUMAB PEGOL

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE RHEUMATOID ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
disease modifying antirheumatic drugs (b DMARDSs) for adults with severe active rheumatoid arthritis. Where the term
bDMARD appears in the following notes and restrictions it 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-associated
kinase (JAK) inhibitor (tofacitinib).

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological disease modifying anti-rheumatic drugs
at any 1 time.

In order to be eligible to receive PBS-subsidised treatment with rituximab, a patient must have already failed to demonstrate
a response to at least 1 course of treatment with a PBS-subsidised TNF-alfa antagonist.

A patient receiving PBS-subsidised bDMARD therapy may swap to an alternate bDMARD without having to experience a
disease flare. Under these interchangeability arrangements:

- a patient may continue to receive long-term treatment with a PBS-subsidised bDMARD while they continue to show a
response to therapy,

- a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised bDMARD more than once, and

- once a patient has either failed or ceased to respond to treatment 5 times, they will not be eligible to receive further PBS-
subsidised bDMARDs for the treatment of rheumatoid arthritis.

For patients who have failed PBS-subsidised treatment with 2 or 3 TNF-alfa antagonists prior to 1 August 2010 please
contact the Department of Human Services on 1800 700 270.

A patient whose most recent course of PBS-subsidised therapy was with rituximab and whose response to this treatment is
sustained for more than 12 months, may apply for a further course of rituximab under the Continuing treatment restriction. A
patient who has failed fewer than 5 bDMARDs and who has a break in therapy of less than 24 months may commence a
further course of treatment with a bDMARD without having to requalify under the Initial 1 treatment restriction. A patient who
has failed fewer than 5 bDMARDs and who has had a break in therapy of longer than 24 months must requalify for
treatment under the Initial 1 treatment restriction.

The length of a treatment break is measured from the date the most recent treatment with PBS-subsidised bDMARD
treatment is stopped to the date of the new application for treatment with a bDMARD.

(1) How to prescribe PBS-subsidised bDMARD therapy after 1 August 2010.
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(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment and wishes to commence such therapy, excluding
rituximab (Initial 1); or

(ii) a patient wishes to re-commence treatment with a bDMARD following a break in PBS-subsidised therapy of more than
24 months (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(iv) a patient wishes to re-commence treatment with a specific bDMARD following a break of less than 24 months in PBS-
subsidised therapy with that agent (Initial 2).

Initial applications for new or re-commencing patients (Initial 1) must include a joint count and ESR and/or CRP measured at
the completion of the 6-month intensive DMARD trial, but prior to ceasing DMARD therapy.

Initial treatment authorisations will be limited to provide a maximum of 16 weeks of therapy for abatacept, adalimumab,
etanercept, golimumab, tocilizumab and tofacitinib, 18 to 20 weeks of therapy with certolizumab pegol (depending upon the
dosing regimen), 22 weeks of therapy for infliximab and 2 infusions of rituximab.

A patient must be assessed for response to any course of initial PBS-subsidised treatment (excluding rituximab) following a
minimum of 12 weeks of therapy and this assessment must be submitted to the Department of Human Services no later
than 4 weeks from the date that course was ceased.

Rituximab patients must be assessed following a minimum of 12 weeks after the first infusion, and this assessment must be
submitted to the Department of Human Services within 4 weeks.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD (excluding rituximab) treatment it is recommended that a
patient is reviewed in the month prior to completing their current course of treatment and that an application is submitted to
the Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course.
Abatacept patients:

Patients are eligible to receive one 1.V. loading dose when commencing treatment with the subcutaneous formulation. For
these patients two prescriptions are required, the first prescription for the 1.V. loading dose for sufficient vials for one dose
based on the patient's weight with no repeats. The second prescription for the pre-filled syringes, with a maximum quantity
of 4 and up to 3 repeats, must be submitted with the initial application.

Rituximab patients:

A further application may be submitted to the Department of Human Services 24 weeks after the first infusion. New
baselines may be submitted with this application if appropriate.

(b) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD (excluding rituximab), a patient may qualify
to receive up to 24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to
treatment. The patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24
weeks providing they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

Assessments of response to a course of PBS-subsidised therapy must be submitted to the Department of Human Services
no later than 4 weeks from the date that course was ceased.

Rituximab patients:

A patient may qualify to receive a further course of treatment (every 24 weeks) with this agent providing they have
demonstrated an adequate response to treatment following a minimum of 12 weeks after the first infusion of their most
recent treatment with rituximab. The patient remains eligible to receive a course of rituximab every 24 weeks providing they
continue to demonstrate a response as specified in the restriction.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
without having to requalify with respect to the indices of disease severity (i.e. the erythrocyte sedimentation rate (ESR), the
C-reactive protein (CRP) levels and the joint count) or the prior non-bDMARD therapy requirements, except if the patient
has had a break in therapy of more than 24 months. However the requirement for concomitant treatment with methotrexate,
where it applies, must be met for each bDMARD trialled.

Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that agent.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug.

Abatacept patients:

Patients swapping from 1.V. abatacept to subcutaneous abatacept will not be eligible for an I.V. loading dose when
commencing treatment with the subcutaneous formulation.

In order to trial rituximab, a patient must have trialled and failed to demonstrate a response to at least 1 PBS-subsidised
TNF-alfa antagonist treatment.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

PBS subsidy does not allow for patients to receive treatment with another PBS-subsidised biological agent during the
required treatment-free period applying to patients who have demonstrated a response to their most recent course of
rituximab. This means that patients who have 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 bDMARD. Patients who fail to respond to rituximab and who qualify and wish to trial a course of an
alternate bDMARD may do so without having to have any treatment-free period.
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To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

the Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the joint count, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted and the Department of Human Services will assess response according to these revised baseline measurements.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, 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.

Except as specified under the Initial 1 treatment restriction, a baseline joint count and ESR and/or CRP should be performed
whilst the patient is still on treatment or within 1 month of ceasing prior treatment. Applications under the Initial 1 treatment
restriction for new or re-commencing patients must include a joint count and ESR and/or CRP measured at the completion
of the 6 month intensive DMARD trial, but prior to ceasing DMARD therapy.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of more than 24
months)

Clinical criteria:

¢ Patient must have severe active rheumatoid arthritis, AND

e Patient must have received no PBS-subsidised treatment with a biological disease modifying anti-rheumatic drug
(bDMARD) for this condition in the previous 24 months, AND

e Patient must not have not failed previous PBS-subsidised treatment with this drug for this condition, and have not already
failed, or ceased to respond to, PBS-subsidised bDMARD treatment for this condition 5 times., AND

o Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with disease modifying anti-rheumatic drugs (DMARDS)
which must include at least 3 months continuous treatment with each of at least 2 DMARDSs, one of which must be
methotrexate at a dose of at least 20 mg weekly and one of which must be: (i) hydroxychloroquine at a dose of at least
200 mg daily; or (ii) leflunomide at a dose of at least 10 mg daily; or (iii) sulfasalazine at a dose of at least 2 g daily; OR

¢ Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if methotrexate is contraindicated
according to the Therapeutic Goods Administration (TGA)-approved Product Information or cannot be tolerated at a 20
mg weekly dose, must include at least 3 months continuous treatment with each of at least 2 of the following DMARDSs: (i)
hydroxychloroquine at a dose of at least 200 mg daily; and/or (ii) leflunomide at a dose of at least 10 mg daily; and/or (iii)
sulfasalazine at a dose of at least 2 g daily; OR

e Patient must have failed, in the 24 months immediately prior to the date of the application, to achieve an adequate
response to a trial of at least 6 months of intensive treatment with DMARDs which, if 3 or more of methotrexate,
hydroxychloroquine, leflunomide and sulfasalazine are contraindicated according to the relevant TGA-approved Product
Information or cannot be tolerated at the doses specified above, must include at least 3 months continuous treatment
with each of at least 2 DMARDs, with one or more of the following DMARDSs being used in place of the DMARDS which
are contraindicated or not tolerated: (i) azathioprine at a dose of at least 1 mg/kg per day; and/or (ii) cyclosporin at a dose
of at least 2 mg/kg/day; and/or (iii) sodium aurothiomalate at a dose of 50 mg weekly, AND

e Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this
restriction..

Population criteria:

e Patient must be aged 18 years or older.

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.

For the purposes of this restriction bDMARD means abatacept, adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, rituximab, tocilizumab or tofacitinib.

If methotrexate is contraindicated according to the TGA-approved product information or cannot be tolerated at a 20 mg

weekly dose,the application must include details of the contraindication or intolerance including severity to methotrexate.

The maximum tolerated dose of methotrexate must be documented in the application, if applicable.

The application must include details of the DMARDSs trialled, their doses and duration of treatment, and all relevant

contraindications and/or intolerances including severity.

The requirement to trial at least 2 DMARDs for periods of at least 3 months each can be met using single agents

sequentially or by using one or more combinations of DMARDSs.
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If the requirement to trial 6 months of intensive DMARD therapy with at least 2 DMARDs cannot be met because of
contraindications and/or intolerances of a severity necessitating permanent treatment withdrawal to all of the DMARDs
specified above, details of the contraindication or intolerance including severity and dose for each DMARD must be provided
in the authority application.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Rheumatoid Arthritis PBS Authority Application - Supporting Information Form; and
(3) a signed patient acknowledgement.
Assessment of a patient's response to an initial course of treatment must be made after at least 12 weeks of treatment so
that there is adequate time for a response to be demonstrated. This assessment, which will be used to determine eligibility
for continuing treatment, must be submitted no later than 1 month from the date of completion of this initial course of
treatment. Where a response assessment is not undertaken and submitted within these timeframes, the patient will be
deemed to have failed to respond to treatment with this drug.
Applications for a patient who has received PBS-subsidised treatment with this drug and who wishes to re-commence
therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-
subsidised treatment with this drug, within the timeframes specified below.
Where the most recent course of PBS-subsidised treatment with this drug was approved under either of the initial 1 or 2
treatment restrictions, the patient must have been assessed for response following a minimum of 12 weeks of therapy. This
assessment must be submitted no later than 4 weeks from the date that course was ceased.
Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, the patient must have been assessed for response, and the assessment must be submitted no later than 4 weeks
from the date that course was ceased.
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.
The following criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at the time
of the initial application:
an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater
than 15 mg per L; AND either
(a) a total active joint count of at least 20 active (swollen and tender) joints; or
(b) at least 4 active joints from the following list of major joints:
(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The joint count and ESR and/or CRP must be determined at the completion of the 6 month intensive DMARD trial, but prior
to ceasing DMARD therapy. All measures must be no more than one month old at the time of initial application.
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons
why this criterion cannot be satisfied.
Where the baseline 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 is provided with the
initial application, the same marker will be used to determine response.

Note The Department of Human Services website (www.humanservices.gov.au) has details of the toxicities, including severity,
which will be accepted for the following purposes:
(a) exempting a patient from the requirement to undertake a minimum 3 month trial of methotrexate at a 20 mg weekly dose;
(b) substituting azathioprine, cyclosporin or sodium aurothiomalate for another DMARD as part of the 6 month intensive
DMARD trial;
(c) exempting a patient from the requirement for a 6 month trial of intensive DMARD therapy.

Authority required

Severe active rheumatoid arthritis

Treatment Phase: Initial treatment - Initial 2 (change or re-commencement of treatment after break of less than 24 months).

Clinical criteria:

e Patient must have a documented history of severe active rheumatoid arthritis, AND

e Patient must have received prior PBS-subsidised biological disease modifying anti-rheumatic drug (bDMARD) treatment
for this condition and are eligible to receive further bDMARD therapy, AND

e Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this
restriction..

Population criteria:

e Patient must be aged 18 years or older.

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.

For the purposes of this restriction bDMARD means abatacept, adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, rituximab, tocilizumab or tofacitinib.

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

(a) a completed authority prescription form and

(b) a completed Rheumatoid Arthritis PBS Authority Application - Supporting Information Form.

Application for a patient who has received PBS-subsidised treatment with this drug and who wishes to re-commence

therapy with this drug, must be accompanied by evidence of a response to the patient's most recent course of PBS-

subsidised treatment with this drug, within the timeframes specified below.
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Where the most recent course of PBS-subsidised treatment with this drug was approved under either of the initial 1 or 2
treatment restrictions, the patient must have been assessed for response following a minimum of 12 weeks of therapy. This
assessment must be submitted no later than 4 weeks from the date that course was ceased.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, the patient must have been assessed for response, and the assessment must be submitted no later than 4 weeks
from the date that course was ceased.

If a patient 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 for this condition.

Where a response assessment is not undertaken and submitted within these timeframes, the patient will be deemed to have
failed to respond to treatment with this drug.

If 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
bDMARD.

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).

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes

10905Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

3 . . *4010.46 38.30 Cimzia [UC]

= CERTOLIZUMAB PEGOL

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

Ankylosing spondylitis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised biological disease modifying anti-
rheumatic drug (bDMARD) treatment in this treatment cycle, AND

e Patient must have demonstrated an adequate response to treatment with this drug.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

All measurements provided must be no more than 1 month old at the time of application.

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

All applications for continuing treatment with this drug must include a measurement of response to the prior course of

therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment course. If the

application is the first application for continuing treatment following an initial treatment course it must be made following a

minimum of 12 weeks of treatment with this drug. If the response assessment is not submitted within these timeframes, the

patient will be deemed to have failed this course of treatment.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5

years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and

the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'oDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.
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A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(i) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction

(c) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.

(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
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of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment — balance of supply

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

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

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

e Patient must be an adult.
Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes

10137M Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 1360.98 38.30 Cimzia [UC]

= CERTOLIZUMAB PEGOL

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

Active ankylosing spondylitis

Treatment Phase: Initial 1 (new patients)

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must not have received any PBS-subsidised treatment with either adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab or secukinumab in this treatment cycle, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,

AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.
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The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial
application:
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID
treatment. The BASDAI must be no more than 1 month old at the time of initial application.
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the
reason this criterion cannot be satisfied.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which must include the
following:
(i) a copy of the radiological report confirming Grade |l bilateral sacroiliitis or Grade IIl unilateral sacroiliitis; and
(ii) a completed BASDAI Assessment Form; and
(i) a completed Exercise Program Self Certification Form included in the supporting information form; and
(iv) a signed patient acknowledgment.
The assessment of the patient's response to the initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted no later than 4 weeks from the cessation of that treatment course. If the response assessment is
not submitted within these timeframes, the patient will be deemed to have failed this course of treatment.
A maximum of 18 to 20 weeks of treatment with this drug will be approved under this criterion.
Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological disease modifying anti-rheumatic
drug ((DMARD) was approved in this cycle and the date of the first application under a new cycle.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Authority required

Ankylosing spondylitis

Treatment Phase: Initial 2 (change or recommencement for all patients)

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received prior PBS-subsidised biological disease modifying anti-rheumatic drug (-bDMARD) treatment
for this condition in this treatment cycle, AND

e Patient must not have failed PBS-subsidised therapy with this drug for this condition in the current treatment cycle, AND
o Patient must be eligible to receive further bDMARD therapy.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.
Where the most recent course of PBS-subsidised bDMARD treatment was approved under either of the initial treatment
restrictions (i.e. for patients with no prior PBS-subsidised bDMARD therapy or, under this restriction, for patients who have
received previous PBS-subsidised bDMARD therapy) the patient must have been assessed for response to that course
following a minimum of 12 weeks of treatment. These assessments must be provided to the Department of Human Services
no later than 4 weeks from the date the course was ceased. If the response assessment is not submitted within these
timeframes, the patient will be deemed to have failed this course of treatment.
Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, patients must have been assessed for response, and the assessment must be submitted to the Department of
Human Services no later than 4 weeks from the date that course was ceased.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.
A maximum of 18 to 20 weeks of treatment with this drug will be approved under this criterion.
Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and
the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.
Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised bDMARD
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more than once.

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(iii) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction

(c) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.

(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.
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Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700
270 (hours of operation 8 a.m. to 5 p.m. EST Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available
on the Department of Human Services website at www.humanservices.gov.au
Applications for authority to prescribe should be forwarded to:
Department of Human Services
Complex Drugs
Reply Paid 9826
HOBART TAS 7001

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
10904X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
3 . . *4010.46 38.30 Cimzia [UC]

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

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

e Patient must demonstrate, at the time of application, 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 an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial

treatment application must be provided for all subsequent continuing treatment applications.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of

PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment

course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an

assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to

respond to treatment with this drug.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
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agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(i) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
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baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

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

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Writtgr)l application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
10238W Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 5 . 1360.98 38.30 Cimzia [UC]

= CERTOLIZUMAB PEGOL

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

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

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

Note Special Pricing Arrangements apply.

Authority required
Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or
more)

Clinical criteria:
e Patient must have severe active psoriatic arthritis, AND
e Patient must have received no prior PBS-subsidised treatment with a biological agent for this condition; OR

e Patient must have received no PBS-subsidised treatment with a biological agent for at least 5 years if they have
previously received PBS-subsidised treatment with a biological agent for this condition, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND
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e Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

e Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved

Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,

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

provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at

the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater

than 15 mg per L; and

either

(a) an active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(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).

If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons

why this criterion cannot be satisfied.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement.

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement

for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 2 (change or recommencement of treatment)

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents within
this Treatment Cycle, AND

¢ Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug during the current
Treatment Cycle, AND

e Patient must not receive more than 18 to 20 weeks of treatment, depending on the dosage regimen, under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Applications for a patient who has previously received PBS-subsidised treatment with this drug within this Treatment Cycle

and who wishes to recommence therapy with this drug within this same Cycle, must be accompanied by evidence of a

response to the patient's most recent course of PBS-subsidised treatment with this drug.

Where the most recent course of PBS-subsidised treatment was approved under either of the initial treatment restrictions

(i.e. for patients with no prior PBS-subsidised biological therapy or, under this restriction, for patients who have received

previous PBS-subsidised biological therapy), the patient must have been assessed for response following a minimum of 12

weeks of therapy. This assessment must have been submitted no later than 4 weeks from the date that course was ceased.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment

criteria, the patient must have been assessed for response, and the assessment submitted no later than 4 weeks from the

date that course was ceased.
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Where a response assessment was not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment.
An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).
Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological

agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult

patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,

golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'

(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate

agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a

biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing

treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a

single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible

to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-

subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was

granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new

Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent

more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an

alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer

than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of

treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer

than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.

There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(1) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and

(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further

details are under 'Swapping therapy' below]; and

(i) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with

that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of

therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol

(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is

recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure

uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks

of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the

date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be

deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who

commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised

treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access

the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological

agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of

treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to

24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.

Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing

they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the

Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
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assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.
(3) Swapping therapy.
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.
Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.
Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:
(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or
(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and
(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.
To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.
(4) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

certolizumab pegol 200 mg/mL injection, 2 x 1 mL syringes
10909E Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
3 " . *4010.46 38.30 Cimzia [UC]

» CHOLESTYRAMINE
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.

Restricted benefit
Primary hypercholesterolaemia
Clinical criteria:

e Patient must be receiving treatment under a GP Management Plan or Team Care Arrangements where Medicare
benefits were or are payable for the preparation of the Plan or coordination of the Arrangements.

cholestyramine 4 g powder for oral liquid, 50 sachets
0249T Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
2 11 . *67.16 38.30 Questran Lite [QA]

= COLESTIPOL HYDROCHLORIDE
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.

Restricted benefit
Primary hypercholesterolaemia
Clinical criteria:

e Patient must be receiving treatment under a GP Management Plan or Team Care Arrangements where Medicare
benefits were or are payable for the preparation of the Plan or coordination of the Arrangements.
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colestipol hydrochloride 5 g granules, 120 sachets
9250W Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
1 11 . 78.46 38.30 Colestid [PF]

= DIPYRIDAMOLE

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

Restricted benefit
Prevention of recurrence of ischaemic stroke or transient cerebral ischaemic events
Clinical criteria:

e The treatment must be as adjunctive therapy with low-dose aspirin.
Restricted benefit

Prevention of recurrence of ischaemic stroke or transient cerebral ischaemic events
Clinical criteria:

e Patient must be one in whom low-dose aspirin poses an unacceptable risk of gastrointestinal bleeding.
Restricted benefit

Prevention of recurrence of ischaemic stroke or transient cerebral ischaemic events
Clinical criteria:

e Patient must have a history of anaphylaxis, urticaria or asthma within 4 hours of ingestion of aspirin, other salicylates, or
non-steroidal anti-inflammatory drugs (NSAIDs).

dipyridamole 200 mg modified release capsule, 60
8335Q Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
1 5 . 35.79 36.98 Persantin SR [BY]

= DIPYRIDAMOLE + ASPIRIN

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

Restricted benefit
Prevention of recurrence of ischaemic stroke or transient cerebral ischaemic events

dipyridamole 200 mg + aspirin 25 mg modified release capsule, 60

8382E Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer Brand Name and Manufacturer
(] 1 5 . 33.04 3423 ° APO-Dipyridamole/Aspirin  ° Asasantin SR [BY]
200/25 [TX]

% Diasp SR [RW]

= EPTIFIBATIDE
Authority required (STREAMLINED)
6435
Coronary artery disease
Treatment criteria:
e Patient must be undergoing non-urgent percutaneous intervention with intracoronary stenting.

eptifibatide 20 mg/10 mL injection, 10 mL vial

8683B Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
2 . . *238.38 38.30 Integrilin [MK]

eptifibatide 75 mg/100 mL injection, 100 mL vial

8684C Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
3 . . *962.88 38.30 Integrilin [MK]

» ETANERCEPT
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

Ankylosing spondylitis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised biological disease modifying anti-
rheumatic drug (bDMARD) treatment in this treatment cycle, AND
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e Patient must have demonstrated an adequate response to treatment with this drug.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

All measurements provided must be no more than 1 month old at the time of application.

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

All applications for continuing treatment with this drug must include a measurement of response to the prior course of
therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment course. If the
application is the first application for continuing treatment following an initial treatment course it must be made following a
minimum of 12 weeks of treatment with this drug. If the response assessment is not submitted within these timeframes, the
patient will be deemed to have failed this course of treatment.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and
the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(i) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction

(c) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
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weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.
A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.
(3) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.
(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

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

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment — balance of supply

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

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

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

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1
9456Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1679.36 38.30 Enbrel [PF]
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ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1
O086F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 5 . 1679.36 38.30 Enbrel [PF]

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
8779C Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
2 5 . *1679.34  38.30 Enbrel [PF]

» ETANERCEPT
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

Severe psoriatic arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

e Patient must demonstrate, at the time of application, 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 an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be provided for all subsequent continuing treatment applications.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
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to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be

General Pharmaceutical Benefits 53



provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

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

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1
9458T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1679.36 38.30 Enbrel [PF]

ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1

9088H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1679.36 38.30 Enbrel [PF]

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack

O036N Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

2 5 . *1679.34 38.30 Enbrel [PF]

= ETANERCEPT

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

Active ankylosing spondylitis

Treatment Phase: Initial 1 (new patients)

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must not have received any PBS-subsidised treatment with either adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab or secukinumab in this treatment cycle, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,

AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months.

Population criteria:

e Patient must be an adult.
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Treatment criteria:
e Must be treated by a rheumatologist.
The application must include details of the NSAIDs trialled, their doses and duration of treatment.
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the
application must include the reason a higher dose cannot be used.
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application
must provide details of the contraindication.
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial
application:
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID
treatment. The BASDAI must be no more than 1 month old at the time of initial application.
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the
reason this criterion cannot be satisfied.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which must include the
following:
(i) a copy of the radiological report confirming Grade |l bilateral sacroiliitis or Grade IIl unilateral sacroiliitis; and
(ii) a completed BASDAI Assessment Form; and
(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and
(iv) a signed patient acknowledgment.
The assessment of the patient's response to the initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted no later than 4 weeks from the cessation of that treatment course. If the response assessment is
not submitted within these timeframes, the patient will be deemed to have failed this course of treatment.
A maximum of 16 weeks of treatment with this drug will be approved under this criterion.
Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological disease modifying anti-rheumatic
drug ((DMARD) was approved in this cycle and the date of the first application under a new cycle.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Authority required

Ankylosing spondylitis

Treatment Phase: Initial 2 (change or recommencement for all patients)

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received prior PBS-subsidised biological disease modifying anti-rheumatic drug (-bDMARD) treatment
for this condition in this treatment cycle, AND

¢ Patient must not have failed PBS-subsidised therapy with this drug for this condition in the current treatment cycle, AND

e Patient must be eligible to receive further bDMARD therapy.

Population criteria:

o Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Where the most recent course of PBS-subsidised bDMARD treatment was approved under either of the initial treatment

restrictions (i.e. for patients with no prior PBS-subsidised bDMARD therapy or, under this restriction, for patients who have

received previous PBS-subsidised bDMARD therapy) the patient must have been assessed for response to that course

following a minimum of 12 weeks of treatment. These assessments must be provided to the Department of Human Services

no later than 4 weeks from the date the course was ceased. If the response assessment is not submitted within these

timeframes, the patient will be deemed to have failed this course of treatment.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment

criteria, patients must have been assessed for response, and the assessment must be submitted to the Department of

Human Services no later than 4 weeks from the date that course was ceased.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

A maximum of 16 weeks of treatment with this drug will be approved under this criterion.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5
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Note

Note

years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and
the date of the first application under a new cycle.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(i) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction

(c) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
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To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.

(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment — Initial 1 (new patients) or Initial 2 (change or recommencement for all patients) —
balance of supply

Clinical criteria:

e Patient must have active, or a documented history of active, ankylosing spondylitis, AND

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patients) restriction to complete 16
weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement for all
patients) restriction to complete 16 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.
Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1
9455P Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 3 . 1679.36 38.30 Enbrel [PF]

ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1
O085E Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 3 . 1679.36 38.30 Enbrel [PF]

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
8778B Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
2 3 . *1679.34 38.30 Enbrel [PF]

= ETANERCEPT

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

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or
more)

Clinical criteria:

e Patient must have severe active psoriatic arthritis, AND

e Patient must have received no prior PBS-subsidised treatment with a biological agent for this condition; OR

e Patient must have received no PBS-subsidised treatment with a biological agent for at least 5 years if they have
previously received PBS-subsidised treatment with a biological agent for this condition, AND
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e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

e Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

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

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved
Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,
which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be
provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at
the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater
than 15 mg per L; and

either

(a) an active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(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).
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons
why this criterion cannot be satisfied.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement.

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement
for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 2 (change or recommencement of treatment)

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

¢ Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents within
this Treatment Cycle, AND

e Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug during the current
Treatment Cycle, AND

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

e Patient must be an adult.
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Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Applications for a patient who has previously received PBS-subsidised treatment with this drug within this Treatment Cycle
and who wishes to recommence therapy with this drug within this same Cycle, must be accompanied by evidence of a
response to the patient's most recent course of PBS-subsidised treatment with this drug.

Where the most recent course of PBS-subsidised treatment was approved under either of the initial treatment restrictions
(i.e. for patients with no prior PBS-subsidised biological therapy or, under this restriction, for patients who have received
previous PBS-subsidised biological therapy), the patient must have been assessed for response following a minimum of 12
weeks of therapy. This assessment must have been submitted no later than 4 weeks from the date that course was ceased.
Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, the patient must have been assessed for response, and the assessment submitted no later than 4 weeks from the
date that course was ceased.

Where a response assessment was not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
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(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(iii) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
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Severe psoriatic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of 5 years or more)
or Initial 2 (change or recommencement of treatment) - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment) restriction to complete 16 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

ETANERCEPT Injection 50 mg in 1 mL single use auto-injector, 4, 1
9457R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 3 . 1679.36 38.30 Enbrel [PF]

ETANERCEPT Injections 50 mg in 1 mL single use pre-filled syringes, 4, 1
9087G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 3 . 1679.36 38.30 Enbrel [PF]

etanercept 25 mg injection [4 vials] (&) inert substance diluent [4 x 1 mL syringes], 1 pack
9035M Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
2 3 . *1679.34 38.30 Enbrel [PF]

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

Authority required

Multiple sclerosis

Treatment Phase: Initial treatment
Clinical criteria:

e The condition must be diagnosed as clinically definite relapsing-remitting multiple sclerosis by magnetic resonance
imaging of the brain and/or spinal cord; OR

e The condition must be diagnosed as clinically definite relapsing-remitting multiple sclerosis by accompanying written
certification provided by a radiologist that a magnetic resonance imaging scan is contraindicated because of the risk of
physical (not psychological) injury to the patient, AND

e The treatment must be as monotherapy, AND

e Patient must have experienced at least 2 documented attacks of neurological dysfunction, believed to be due to the
multiple sclerosis, in the preceding 2 years, AND

¢ Patient must be ambulatory (without assistance or support).

Where applicable, the date of the magnetic resonance imaging scan must be recorded in the patient's medical records.
Authority required

Multiple sclerosis

Treatment Phase: Continuing treatment

Clinical criteria:

e The condition must be diagnosed as clinically definite relapsing-remitting multiple sclerosis, AND
e The treatment must be as monotherapy, AND

o Patient must have previously been issued with an authority prescription for this drug, AND

e Patient must not show continuing progression of disability while on treatment with this drug, AND
e Patient must have demonstrated compliance with, and an ability to tolerate this therapy.

fingolimod 500 microgram capsule, 28

5262Y Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 5 . 2314.50 38.30 Gilenya [NV]
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» 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.

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

o Patient must have received this drug as their most recent course of PBS-subsidised biological disease modifying anti-
rheumatic drug (bDMARD) treatment in this treatment cycle, AND

e Patient must have demonstrated an adequate response to treatment with this drug.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

All measurements provided must be no more than 1 month old at the time of application.

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

All applications for continuing treatment with this drug must include a measurement of response to the prior course of

therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment course. If the

application is the first application for continuing treatment following an initial treatment course it must be made following a

minimum of 12 weeks of treatment with this drug. If the response assessment is not submitted within these timeframes, the

patient will be deemed to have failed this course of treatment.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5

years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and

the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDSs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(iii) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.
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For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.
(b) Grandfather patients - secukinumab only.
For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction
(c) Continuing treatment.
Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.
A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.
(3) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.
(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

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

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment — balance of supply

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

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

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

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Writtgr)l application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
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forwarded to:

Department of Human Services
Complex Drugs

Reply Paid 9826

HOBART TAS 7001

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
3436W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1481.70 3830  Simponi [JC]

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
3437X Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 1481.70 3830  Simponi [JC]

= 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.

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

e Patient must demonstrate, at the time of application, 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:

o Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial

treatment application must be provided for all subsequent continuing treatment applications.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of

PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment

course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an

assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to

respond to treatment with this drug.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
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agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(1) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(i) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
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baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

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

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe

3432P Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 1481.70 3830  Simponi [JC]

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe

3433Q Max.Qty Packs No.ofRpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 1481.70 3830  Simponi [JC]

= 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.

Authority required

Active ankylosing spondylitis

Treatment Phase: Initial 1 (new patients)

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must not have received any PBS-subsidised treatment with either adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab or secukinumab in this treatment cycle, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,

AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months.

Population criteria:
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e Patient must be an adult.
Treatment criteria:
e Must be treated by a rheumatologist.
The application must include details of the NSAIDs trialled, their doses and duration of treatment.
If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the
application must include the reason a higher dose cannot be used.
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application
must provide details of the contraindication.
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial
application:
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID
treatment. The BASDAI must be no more than 1 month old at the time of initial application.
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the
reason this criterion cannot be satisfied.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which must include the
following:
(i) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade Il unilateral sacroiliitis; and
(ii) a completed BASDAI Assessment Form; and
(iii) a completed Exercise Program Self Certification Form included in the supporting information form; and
(iv) a signed patient acknowledgment.
The assessment of the patient's response to the initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted no later than 4 weeks from the cessation of that treatment course. If the response assessment is
not submitted within these timeframes, the patient will be deemed to have failed this course of treatment.
A maximum of 16 weeks of treatment with this drug will be approved under this criterion.
Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological disease modifying anti-rheumatic
drug ((DMARD) was approved in this cycle and the date of the first application under a new cycle.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Authority required

Ankylosing spondylitis

Treatment Phase: Initial 2 (change or recommencement for all patients)

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received prior PBS-subsidised biological disease modifying anti-rheumatic drug (bDMARD) treatment
for this condition in this treatment cycle, AND

e Patient must not have failed PBS-subsidised therapy with this drug for this condition in the current treatment cycle, AND

e Patient must be eligible to receive further bDMARD therapy.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Where the most recent course of PBS-subsidised bDMARD treatment was approved under either of the initial treatment
restrictions (i.e. for patients with no prior PBS-subsidised bDMARD therapy or, under this restriction, for patients who have
received previous PBS-subsidised bDMARD therapy) the patient must have been assessed for response to that course
following a minimum of 12 weeks of treatment. These assessments must be provided to the Department of Human Services
no later than 4 weeks from the date the course was ceased. If the response assessment is not submitted within these
timeframes, the patient will be deemed to have failed this course of treatment.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, patients must have been assessed for response, and the assessment must be submitted to the Department of
Human Services no later than 4 weeks from the date that course was ceased.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

A maximum of 16 weeks of treatment with this drug will be approved under this criterion.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5
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Note

Note

years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and
the date of the first application under a new cycle.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(i) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction

(c) Continuing treatment.

Following the completion of an initial treatment course with a specific b DMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
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To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.

(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment — Initial 1 (new patients) or Initial 2 (change or recommencement for all patients) —

balance of supply

Clinical criteria:

e Patient must have active, or a documented history of active, ankylosing spondylitis, AND

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patients) restriction to complete 16
weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement for all
patients) restriction to complete 16 weeks treatment, AND

¢ The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
3434R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 3 . 1481.70 38.30 Simponi [JC]

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe
3435T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 3 . 1481.70 38.30 Simponi [JC]

= 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.

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or

more)

Clinical criteria:

e Patient must have severe active psoriatic arthritis, AND

e Patient must have received no prior PBS-subsidised treatment with a biological agent for this condition; OR

e Patient must have received no PBS-subsidised treatment with a biological agent for at least 5 years if they have
previously received PBS-subsidised treatment with a biological agent for this condition, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

o Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR
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o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

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

Population criteria:

¢ Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved
Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,
which was of a severity to necessitate permanent treatment withdrawal, details of the degree of this toxicity must be
provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at
the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater
than 15 mg per L; and

either

(a) an active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(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).
If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons
why this criterion cannot be satisfied.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement.

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement
for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 2 (change or recommencement of treatment)

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents within
this Treatment Cycle, AND

¢ Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug during the current
Treatment Cycle, AND

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

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.
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For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Applications for a patient who has previously received PBS-subsidised treatment with this drug within this Treatment Cycle
and who wishes to recommence therapy with this drug within this same Cycle, must be accompanied by evidence of a
response to the patient's most recent course of PBS-subsidised treatment with this drug.

Where the most recent course of PBS-subsidised treatment was approved under either of the initial treatment restrictions
(i.e. for patients with no prior PBS-subsidised biological therapy or, under this restriction, for patients who have received
previous PBS-subsidised biological therapy), the patient must have been assessed for response following a minimum of 12
weeks of therapy. This assessment must have been submitted no later than 4 weeks from the date that course was ceased.
Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, the patient must have been assessed for response, and the assessment submitted no later than 4 weeks from the
date that course was ceased.

Where a response assessment was not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).
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All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of 5 years or more)
or Initial 2 (change or recommencement of treatment) - balance of supply

Clinical criteria:
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e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR
e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of

treatment) restriction to complete 16 weeks treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Treatment criteria:
e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone

by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to

Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be

forwarded to:

Department of Human Services
Complex Drugs

Reply Paid 9826

HOBART TAS 7001

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe

3430M Max.Qty Packs No. of Rpts

Premium $ DPMQ$ MRVSN$

Brand Name and Manufacturer

1 3 1481.70 38.30

Simponi [JC]

golimumab 50 mg/0.5 mL injection, 0.5 mL syringe

3431N Max.Qty Packs No. of Rpts

Premium $ DPMQ$ MRVSN$

Brand Name and Manufacturer

1 3 1481.70 38.30

Simponi [JC]

= KETOCONAZOLE

Authority required (STREAMLINED)
6434

Fungal or yeast infection

Population criteria:

e Patient must be an Aboriginal or a Torres Strait Islander person.
ketoconazole 1% shampoo, 100 mL

9025B Max.Qty Packs No.of Rpts ~ Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
o 11 1 19.80 2099  Nizoral 1% [JT]
ketoconazole 2% cream, 30 g

9024Y Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
(] 11 2 2435 2554  Nizoral 2% Cream [JT]
ketoconazole 2% shampoo, 60 mL

1574W Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
o f1 1 2039 2158  Nizoral 2% [JT]

= LEUPRORELIN

10255R Max.Qty Packs No. of Rpts

Restricted benefit

Central precocious puberty

Treatment Phase: Continuing treatment
Clinical criteria:

e Patient must have previously been issued with an authority prescription for this drug for this condition.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a paediatric endocrinologist; OR
e Must be treated by a medical practitioner in consultation with an endocrinologist specialising in paediatrics.

leuprorelin acetate 30 mg modified release injection [1 syringe] (&) inert substance diluent [1 syringe], 1 pack

Premium $ DPMQ$ MRVSN $

Brand Name and Manufacturer

1 1 1373.95 38.30

Lucrin Depot Paediatric 30 mg
PDS [VE]

» LEUPRORELIN

8876E Max.Qty Packs No. of Rpts

Restricted benefit

Locally advanced (stage C) or metastatic (stage D) carcinoma of the prostate
leuprorelin acetate 22.5 mg injection: modified release [1] (&) inert substance diluent [2 mL syringe], 1 pack

Premium $ DPMQ$ MRVSN $

Brand Name and Manufacturer

1 1 1050.07 38.30

Lucrin Depot 3 Month PDS
[VE]
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leuprorelin acetate 22.5 mg modified release injection [1 syringe] (&) inert substance diluent [1 syringe], 1 pack
8708H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 1 . 1050.07  38.30 Eligard 3 month [TL]

leuprorelin acetate 30 mg injection: modified release [1] (&) inert substance diluent [2 mL syringe], 1 pack
8877F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 . 1373.95 38.30 Lucrin Depot 4 Month PDS
[VE]

leuprorelin acetate 30 mg modified release injection [1 syringe] (&) inert substance diluent [1 syringe], 1 pack

8709J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 1 . 1373.95 38.30 Eligard 4 month [TL]

leuprorelin acetate 45 mg injection: modified release [1] (&) inert substance diluent [1 syringe], 1 pack
10656W Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 . . 2021.14 38.30 Lucrin Depot 6-Month [VE]

leuprorelin acetate 45 mg injection: modified release [1] (&) inert substance diluent [1 syringe], 1 pack
8859G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 . . 2021.14 38.30 Eligard 6 month [TL]

leuprorelin acetate 7.5 mg injection: modified release [1] (&) inert substance diluent [2 mL syringe], 1 pack
8875D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 5 . 393.42 38.30 Lucrin Depot 7.5mg PDS [VE]

leuprorelin acetate 7.5 mg modified release injection [1 syringe] (&) inert substance diluent [1 syringe], 1 pack
8707G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 5 . 393.42 38.30 Eligard 1 month [TL]

= | EUPRORELIN
Restricted benefit
Central precocious puberty
Treatment Phase: Initial treatment
Population criteria:
e Patient must be aged 10 years or younger (girls) or 11 years or younger (boys), AND
e Patient must have had onset of signs or symptoms of central precocious puberty prior to the age of 8 years (girls) or 9
years (boys).
Treatment criteria:
e Must be treated by a paediatric endocrinologist; OR
e Must be treated by an endocrinologist specialising in paediatrics.
Restricted benefit

Central precocious puberty
Treatment Phase: Initial - grandfather
Clinical criteria:

¢ Patient must have received treatment with a gonadotropin releasing hormone analogue (GnRHa) for this condition prior
to 1 May 2015.
Treatment criteria:

e Must be treated by a paediatric endocrinologist; OR
e Must be treated by an endocrinologist specialising in paediatrics.

leuprorelin acetate 30 mg modified release injection [1 syringe] (&) inert substance diluent [1 syringe], 1 pack
10256T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 . 1373.95 38.30 Lucrin Depot Paediatric 30 mg
PDS [VE]

= LINAGLIPTIN

Note This drug is not PBS-subsidised for use as monotherapy or in combination with a thiazolidinedione (glitazone), a glucagon-
like peptide-1 or an SGLT2 inhibitor.

Note Continuing Therapy Only:
For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Authority required (STREAMLINED)

6346
Diabetes mellitus type 2
Clinical criteria:
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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, or have had, a HbAlc measurement greater than 7% 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 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 dipeptidyl peptidase 4 inhibitor (gliptin), a thiazolidinedione (glitazone), a glucagon-like

peptide-1 or a sodium-glucose co-transporter 2 (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.

A patient whose diabetes was previously demonstrated unable to be controlled with metformin or a sulfonylurea does not

need to requalify on this criterion before being eligible for PBS-subsidised treatment with this drug.

Authority required (STREAMLINED)

6363

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 optimal doses of dual oral therapy; 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 optimal doses of dual oral therapy.

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.

A patient whose diabetes was previously demonstrated unable to be controlled with metformin or a sulfonylurea does not

need to requalify on this criterion before being eligible for PBS-subsidised treatment with this drug.

Note PBS subsidised dual oral therapy does not include concomitant use of a combination of: a gliptin, a glitazone or an SGLT2
inhibitor.

Authority required (STREAMLINED)

6376

Diabetes mellitus type 2

Clinical criteria:

e The treatment must be in combination with insulin, 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.
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linagliptin 5 mg tablet, 30

3387G Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 61.64 38.30 Trajenta [BY]

= LINAGLIPTIN + METFORMIN

Note This fixed dose combination tablet is not PBS-subsidised for use as initial therapy or in combination with a thiazolidinedione

(glitazone), a glucagon-like peptide-1 or an SGLT2 inhibitor

Note Continuing Therapy Only:

For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Authority required (STREAMLINED)

6333

Diabetes mellitus type 2

Clinical criteria:

e Patient must have, or have had, a HbAlc measurement greater than 7% despite treatment with metformin; 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 despite treatment with metformin.

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 dipeptidyl peptidase 4 inhibitor (gliptin), a thiazolidinedione (glitazone), a glucagon-like

peptide-1 or a sodium-glucose co-transporter 2 (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.

A patient whose diabetes was previously demonstrated unable to be controlled with metformin does not need to requalify on

this criterion before being eligible for PBS-subsidised treatment with this fixed dose combination.

Authority required (STREAMLINED)

6336

Diabetes mellitus type 2

Treatment Phase: Continuing

Clinical criteria:

e Patient must have previously received and been stabilised on a PBS-subsidised regimen of oral diabetic medicines which
includes metformin and linagliptin.

Authority required (STREAMLINED)

6344

Diabetes mellitus type 2

Clinical criteria:

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 optimal doses of dual oral therapy; 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 optimal doses of dual oral therapy.

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.

A patient whose diabetes was previously demonstrated unable to be controlled with metformin or a sulfonylurea does not

need to requalify on this criterion before being eligible for PBS-subsidised treatment with this fixed dose combination.

Note PBS subsidised dual oral therapy does not include concomitant use of a combination of: a gliptin, a glitazone or an SGLT2

inhibitor.

Authority required (STREAMLINED)
6443

Diabetes mellitus type 2

Clinical criteria:
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e The treatment must be in combination with insulin, 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.

linagliptin 2.5 mg + metformin hydrochloride 1 g tablet, 60
10044P Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

(e ] 1 5 . 6477 3830  Trajentamet [BY]

linagliptin 2.5 mg + metformin hydrochloride 500 mg tablet, 60
10038H Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

(-] 1 5 . 6326 3830  Trajentamet [BY]

linagliptin 2.5 mg + metformin hydrochloride 850 mg tablet, 60
10045Q Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

(e ] 1 5 . 6433 3830  Trajentamet [BY]

= LIOTHYRONINE

Note Continuing Therapy Only:
For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Authority required (STREAMLINED)

6382

Thyroid cancer

Authority required (STREAMLINED)

6410

Hypothyroidism

Clinical criteria:

e The treatment must be for replacement therapy, AND

e Patient must have documented intolerance to thyroxine sodium; OR
e Patient must have documented resistance to thyroxine sodium.
Authority required (STREAMLINED)

6475

Hypothyroidism

Clinical criteria:

e The condition must be severe hypothyroidism, AND

e The treatment must be for initiation of therapy only.

liothyronine sodium 20 microgram tablet, 100

2318B Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

(e ] 1 2 . 7716 3830  Tertroxin [QA]

= MICONAZOLE
Authority required (STREAMLINED)
6434
Fungal or yeast infection
Population criteria:
e Patient must be an Aboriginal or a Torres Strait Islander person.
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miconazole 2% solution, 30 mL

O0031H Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 2 . 21.34 22.53 Daktarin Tincture [JT]

miconazole nitrate 2% cream, 30 g

0027D Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 2 . 17.47 18.66 Daktarin [JT]

miconazole nitrate 2% cream, 70 g

O028E Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

11 1 . 19.13 20.32 Daktarin [JT]

miconazole nitrate 2% dusting powder, 30 g

O0029F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 2 . 18.11 19.30 Daktarin [JT]

= NAFARELIN

Restricted benefit

Endometriosis

Treatment Phase: Intial treatment, for up to 6 months
Clinical criteria:

e The condition must be visually proven.
Restricted benefit

Endometriosis

Treatment Phase: Subsequent treatment, for up to 6 months

Clinical criteria:

e The condition must be visually proven, AND

e The treatment must not be within 2 years of the end of the previous course of treatment with this drug, AND

e Patient must have had a recent bone density assessment.
The date of the bone density assessment must be provided.

nafarelin 200 microgram/actuation nasal spray, 60 actuations

2962X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

11 5 . 124.53 38.30 Synarel [PF]

= NAPROXEN

Restricted benefit

Chronic arthropathies (including osteoarthritis)
Clinical criteria:
e The condition must have an inflammatory component.

Restricted benefit

Bone pain
Clinical criteria:
e The condition must be due to malignant disease.

naproxen 1 g modified release tablet, 28

1615B Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 3 . 17.12 18.31  ® Proxen SR 1000 [IY]

B1.12 18.24 18.31  * Naprosyn SR1000 [IX]

naproxen 250 mg tablet, 50

1674D Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

2 3 . *17.82 19.01  ° Inza 250 [AF]

2.24 *20.06 19.01  ? Naprosyn [IX]

naproxen 500 mg tablet, 50

1659H Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 3 . 15.93 17.12  ® Inza 500 [AF]

1.12 17.05 17.12  ® Naprosyn [IX]

naproxen 750 mg modified release tablet, 28

1614Y Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 3 . 15.48 16.67  ® Proxen SR 750 [IY]

®1.06 16.54 16.67  * Naprosyn SR750 [IX]
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* NAPROXEN

Restricted benefit
Chronic arthropathies (including osteoarthritis)
Clinical criteria:

e The condition must have an inflammatory component.
Restricted benefit

Bone pain
Clinical criteria:
e The condition must be due to malignant disease.

naproxen 1 g modified release tablet, 28

5179N Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 . . 17.12 18.31  °® Proxen SR 1000 [IY]
81.12 18.24 18.31  ® Naprosyn SR1000 [IX]

naproxen 250 mg tablet, 50
5176K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

2 . .. *17.82 19.01 ? Inza 250 [AF]
52.24 *20.06 19.01  ® Naprosyn [IX]

naproxen 500 mg tablet, 50
5177L Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 . .. 15.93 17.12 ? Inza 500 [AF]
1.12 17.05 17.12  ® Naprosyn [IX]

naproxen 750 mg modified release tablet, 28

5178M Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 . . 15.48 16.67  ® Proxen SR 750 [IY]
81.06 16.54 16.67 * Naprosyn SR750 [IX]

= NAPROXEN

Note Naproxen sodium 550 mg is approximately equivalent to 500 mg of haproxen acid.

Restricted benefit
Chronic arthropathies (including osteoarthritis)
Clinical criteria:

e The condition must have an inflammatory component.
Restricted benefit

Bone pain
Clinical criteria:
e The condition must be due to malignant disease.

naproxen sodium 550 mg tablet, 50

1795L Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 3 . 16.08 17.27  ° Crysanal [IY]
81.89 17.97 17.27  ® Anaprox 550 [IX]

* NAPROXEN

Note Naproxen sodium 550 mg is approximately equivalent to 500 mg of naproxen acid.

Restricted benefit
Chronic arthropathies (including osteoarthritis)
Clinical criteria:

e The condition must have an inflammatory component.
Restricted benefit

Bone pain
Clinical criteria:
e The condition must be due to malignant disease.

naproxen sodium 550 mg tablet, 50

5186Y Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 . . 16.08 17.27 @ Crysanal [IY]
B1.89 17.97 17.27  ? Anaprox 550 [IX]

» NYSTATIN

Authority required (STREAMLINED)

6434
Fungal or yeast infection
Population criteria:
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e Patient must be an Aboriginal or a Torres Strait Islander person.

nystatin 100 000 units/g cream, 15 g

1698J

Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
2 3 . *20.58 21.77 Mycostatin [FM]

» PRASUGREL
Note Shared Care Model:

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

Authority required (STREAMLINED)

6454

Acute coronary syndrome (myocardial infarction or unstable angina)

Clinical criteria:

e The treatment must be managed by percutaneous coronary intervention in combination with aspirin.

prasugrel 10 mg tablet, 28

9496T Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 96.93 38.30 Effient [LY]

prasugrel 5 mg tablet, 28

9495R Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 88.30 38.30 Effient [LY]

= SECUKINUMAB

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

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

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or

more) or Initial 2 (change or recommencement of treatment after a break of less than 5 years) - balance of supply

Clinical criteria:

e Patient must have active, or had a documented history of active ankylosing spondylitis, AND

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after a break of 5 years or more) restriction to complete 16 weeks of treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment after a break of less than 5 years) restriction to complete 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the initial 1 or 2
restrictions.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

secukinumab 150 mg/1 mL injection, 1 mL injection device
10893H Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 2 . 804.06 38.30 Cosentyx [NV]

= SECUKINUMAB

Note Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

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

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of 5 years or more)

or Initial 2 (change or recommencing treatment after a break of less than 5 years) - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after a break of 5 years or more) restriction to complete maximum of 16 weeks of treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencing treatment after
a break of less than 5 years) restriction to complete maximum of 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

¢ Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

secukinumab 150 mg/1 mL injection, 1 mL injection device

10898N

Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
1 2 . 804.06 38.30 Cosentyx [NV]

= SECUKINUMAB

Note

Note
Note

Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be
forwarded to:

Department of Human Services

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.

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of 5 years or more)

or Initial 2 (change or recommencing treatment after a break of less than 5 years) - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after a break of 5 years or more) restriction to complete maximum of 16 weeks of treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencing treatment after
a break of less than 5 years) restriction to complete maximum of 16 weeks of treatment, AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

secukinumab 150 mg/mL injection, 2 x 1 mL injection devices

10901R

Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
1 2 . 1585.75 38.30 Cosentyx [NV]

= SECUKINUMAB

Note

Note

Authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 16 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS

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

Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are able to commence a 'Biological Treatment
Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is they will not
need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability arrangements,
within a single Cycle, patients may receive long-term treatment with a biological agent as long as they sustain a response to
therapy.

Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time.
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Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent,
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from
this condition in respect of applications approved prior to 1 December 2007.

Patients 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 respond 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 agent therapy before they are eligible
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a
biological agent under the new Treatment Cycle.

Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.

There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe chronic plaque psoriasis.

There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hands and feet.

(1) Application for approval for initial treatment.

Applications for a course of initial treatment should be made in the following situations:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); or

(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under '(4) Swapping therapy' below]; or

(i) patients who wish to recommence treatment following a break in PBS-subsidised therapy with that agent (Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
treatment in the case of adalimumab, etanercept and secukinumab, 22 weeks of treatment in the case of infliximab and 28
weeks of treatment in the case of ustekinumab.

Grandfather patients (secukinumab only).

Applications for patients who commenced treatment with secukinumab for chronic plaque psoriasis prior to 1 September
2015 may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction
(Initial 3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not
been treated with a biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment. Approval will be based on the criteria included in the relevant restriction.

(2) Assessment of response to initial treatment.

When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent.
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.

(3) Application for continuing treatment.

Following the completion of an initial treatment course with a biological agent to which an adequate response has been
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response.

For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800
700 270 to discuss.

(4) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI
score of greater than 15), or prior treatment requirements.

Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that agent.

Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to
treatment with that particular agent within the same Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the agent being ceased.

(5) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may
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Note
Note

provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and
subsequent response will be assessed according to this revised PASI score.

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 treatment applications.

(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application.

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

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

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment - Initial 1, Whole body or Face, hand, foot (new patient or patient recommencing

treatment after a break of 5 years or more) or Initial 2, Whole body or Face, hand, foot (change or recommencement of

treatment) - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1, Whole body (new patient or patient
recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2, Whole body (change or
recommencement of treatment) restriction to complete 16 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 1, Face, hand, foot (new patient or patient
recommencing treatment after a break of 5 years or more) restriction to complete 16 weeks treatment; OR

¢ Patient must have received insufficient therapy with this drug under the Initial 2, Face, hand, foot (change or
recommencement of treatment) restriction to complete 16 weeks treatment, AND

e The treatment must be as systemic monotherapy (other than methotrexate), AND

e The treatment must provide no more than the balance of up to 16 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a dermatologist.

secukinumab 150 mg/mL injection, 2 x 1 mL injection devices

10494H

Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
1 2 . 1585.75 38.30 Cosentyx [NV]

= SECUKINUMAB

Note

Note
Note

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

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

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

Authority required

Active ankylosing spondylitis

Treatment Phase: Initial treatment — initial 1 (new patients or patients recommencing treatment after a break of 5 years or

more)

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must not have received any PBS-subsidised treatment with either adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab or secukinumab in this treatment cycle, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,

AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.
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If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the
application must include the reason a higher dose cannot be used.
If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application
must provide details of the contraindication.
If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent
treatment withdrawal, the application must provide details of the nature and severity of this intolerance.
The following criteria indicate failure to achieve an adequate response and must be demonstrated at the time of the initial
application:
(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND
(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level
greater than 10 mg per L.
The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID
treatment. The BASDAI must be no more than 1 month old at the time of initial application.
Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1
month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the
reason this criterion cannot be satisfied.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which must include the
following:
(i) a copy of the radiological report confirming Grade |l bilateral sacroiliitis or Grade IIl unilateral sacroiliitis; and
(ii) a completed BASDAI Assessment Form; and
(iif) a completed Exercise Program Self Certification Form included in the supporting information form; and
(iv) a signed patient acknowledgment.
The assessment of the patient's response to the initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted no later than 4 weeks from the cessation of that treatment course. If the response assessment is
not submitted within these timeframes, the patient will be deemed to have failed this course of treatment.
A maximum of 16 weeks of treatment with this drug will be approved under this criterion.
Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological disease modifying anti-rheumatic
drug ((DMARD) was approved in this cycle and the date of the first application under a new cycle.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment - Initial 2 (change or recommencing treatment after a break of less than 5 years)

Clinical criteria:

¢ Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received prior PBS-subsidised biological disease modifying anti-rheumatic drug (-bDMARD) treatment
for this condition in this treatment cycle, AND

e Patient must not have failed PBS-subsidised therapy with this drug for this condition in the current treatment cycle, AND

o Patient must be eligible to receive further bDMARD therapy.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Where the most recent course of PBS-subsidised bDMARD treatment was approved under either of the initial treatment

restrictions (i.e. for patients with no prior PBS-subsidised bDMARD therapy or, under this restriction, for patients who have

received previous PBS-subsidised bDMARD therapy) the patient must have been assessed for response to that course

following a minimum of 12 weeks of treatment. These assessments must be provided to the Department of Human Services

no later than 4 weeks from the date the course was ceased. If the response assessment is not submitted within these

timeframes, the patient will be deemed to have failed this course of treatment.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment

criteria, patients must have been assessed for response, and the assessment must be submitted to the Department of

Human Services no later than 4 weeks from the date that course was ceased.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

A maximum of 16 weeks of treatment with this drug will be approved under this criterion.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5

years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and

the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
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certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(iii) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction

(c) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
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provided to determine response.

(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

secukinumab 150 mg/1 mL injection, 1 mL injection device

10890E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

4 . . *3168.94 38.30 Cosentyx [NV]

= SECUKINUMAB

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

Severe active psoriatic arthritis

Treatment Phase: Initial 3 - grandfather treatment

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received non-PBS treatment with this drug for this condition prior to 1 October 2016, AND

e Patient must be receiving treatment with this drug for this condition at the time of application, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

e Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

e Patient must have demonstrated an adequate response to treatment with this drug, AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.
An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be provided for all subsequent continuing treatment applications.

The assessment of the patient's response to this PBS-subsidised course of therapy must be made within the 4 weeks prior
to completion of the course of treatment. It is recommended that an application is submitted to the Department of Human
Services no less than 2 weeks prior to the date the next dose is due in order to ensure continuity of treatment for those
patients who meet the continuation criteria.

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

Patients may qualify for PBS-subsidised treatment under this restriction once only. Further applications for treatment with
this drug will be assessed under the continuing treatment restriction.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement; and

(4) the date of commencement of this drug; and

(5) results of the baseline patient assessment prior to commencing treatment with this drug.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs
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Reply Paid 9826
HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

e Patient must demonstrate, at the time of application, 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 an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be provided for all subsequent continuing treatment applications.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.
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Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.
How to prescribe biological agents for the treatment of severe active psoriatic arthritis.
(2) Initial treatment.
Applications for initial treatment should be made where:
(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and
(i) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).
All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.
Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.
Grandfather patients - ustekinumab and secukinumab only.
For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.
(2) Continuing treatment.
Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.
(3) Swapping therapy.
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.
Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.
Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:
(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or
(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and
(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.
To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.
(4) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe active psoriatic arthritis

Treatment Phase: Initial 3 (grandfather treatment) or Continuing treatment - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 3 (grandfather patients) restriction to
complete maximum of 24 weeks treatment, AND

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

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

secukinumab 150 mg/1 mL injection, 1 mL injection device
10895K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
1 5 . 804.06 38.30 Cosentyx [NV]

= SECUKINUMAB
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

Severe active psoriatic arthritis

Treatment Phase: Initial 3 - grandfather treatment

Clinical criteria:

¢ Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received non-PBS treatment with this drug for this condition prior to 1 October 2016, AND

¢ Patient must be receiving treatment with this drug for this condition at the time of application, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

e Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

¢ Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

e Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial

treatment application must be provided for all subsequent continuing treatment applications.
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The assessment of the patient's response to this PBS-subsidised course of therapy must be made within the 4 weeks prior
to completion of the course of treatment. It is recommended that an application is submitted to the Department of Human
Services no less than 2 weeks prior to the date the next dose is due in order to ensure continuity of treatment for those
patients who meet the continuation criteria.
Where an assessment is not submitted to the Department of Human Services within these timeframes, patients will be
deemed to have failed to response, or to have failed to sustain a response to treatment with this drug.
Patients may qualify for PBS-subsidised treatment under this restriction once only. Further applications for treatment with
this drug will be assessed under the continuing treatment restriction.
The authority application must be made in writing and must include:
(1) a completed authority prescription form; and
(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and
(3) a signed patient acknowledgement; and
(4) the date of commencement of this drug; and
(5) results of the baseline patient assessment prior to commencing treatment with this drug.

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

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

e Patient must demonstrate, at the time of application, 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 an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and

limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).

The same indices of disease severity used to establish baseline at the commencement of treatment with each initial

treatment application must be provided for all subsequent continuing treatment applications.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of

PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment

course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an

assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to

respond to treatment with this drug.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.
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Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(i) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
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relevant restriction.
To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.
(4) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

Authority required

Severe active psoriatic arthritis

Treatment Phase: Initial 3 (grandfather treatment) or Continuing treatment - balance of supply

Clinical criteria:

¢ Patient must have received insufficient therapy with this drug under the Initial 3 (grandfather patients) restriction to
complete maximum of 24 weeks treatment, AND

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

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

Treatment criteria:

e Must be treated by a rheumatologist; OR
e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

secukinumab 150 mg/mL injection, 2 x 1 mL injection devices
10899P Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 1585.75 38.30 Cosentyx [NV]

= SECUKINUMAB

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

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

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or
more)

Clinical criteria:

e Patient must have severe active psoriatic arthritis, AND
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e Patient must have received no prior PBS-subsidised treatment with a biological agent for this condition; OR

¢ Patient must have received no PBS-subsidised treatment with a biological agent for at least 5 years if they have
previously received PBS-subsidised treatment with a biological agent for this condition, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

e Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

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

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved

Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,

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

provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at

the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater

than 15 mg per L; and

either

(a) an active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(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).

If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons

why this criterion cannot be satisfied.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement.

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement
for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: initial treatment - Initial 2 (change or recommencing treatment after a break of less than 5 years )

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents within
this Treatment Cycle, AND

¢ Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug during the current
Treatment Cycle, 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.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.
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For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Applications for a patient who has previously received PBS-subsidised treatment with this drug within this Treatment Cycle
and who wishes to recommence therapy with this drug within this same Cycle, must be accompanied by evidence of a
response to the patient's most recent course of PBS-subsidised treatment with this drug.

Where the most recent course of PBS-subsidised treatment was approved under either of the initial treatment restrictions
(i.e. for patients with no prior PBS-subsidised biological therapy or, under this restriction, for patients who have received
previous PBS-subsidised biological therapy), the patient must have been assessed for response following a minimum of 12
weeks of therapy. This assessment must have been submitted no later than 4 weeks from the date that course was ceased.
Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, the patient must have been assessed for response, and the assessment submitted no later than 4 weeks from the
date that course was ceased.

Where a response assessment was not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
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deemed to have failed to respond to treatment with that biological agent.
Grandfather patients - ustekinumab and secukinumab only.
For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.
(2) Continuing treatment.
Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.
(3) Swapping therapy.
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.
Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.
Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:
(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or
(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and
(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.
To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.
(4) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

secukinumab 150 mg/mL injection, 2 x 1 mL injection devices
10894J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
4 . . *6189.98 38.30 Cosentyx [NV]

= SECUKINUMAB

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
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years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

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

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or

more)

Clinical criteria:

e Patient must have severe active psoriatic arthritis, AND

e Patient must have received no prior PBS-subsidised treatment with a biological agent for this condition; OR

e Patient must have received no PBS-subsidised treatment with a biological agent for at least 5 years if they have
previously received PBS-subsidised treatment with a biological agent for this condition, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

e Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

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

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved

Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,

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

provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at

the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater

than 15 mg per L; and

either

(a) an active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(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).

If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons

why this criterion cannot be satisfied.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement.

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement
for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: initial treatment - Initial 2 (change or recommencing treatment after a break of less than 5 years )
Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

¢ Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND
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e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents within
this Treatment Cycle, AND

e Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug during the current
Treatment Cycle, AND

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

Population criteria:

o Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Applications for a patient who has previously received PBS-subsidised treatment with this drug within this Treatment Cycle

and who wishes to recommence therapy with this drug within this same Cycle, must be accompanied by evidence of a

response to the patient's most recent course of PBS-subsidised treatment with this drug.

Where the most recent course of PBS-subsidised treatment was approved under either of the initial treatment restrictions

(i.e. for patients with no prior PBS-subsidised biological therapy or, under this restriction, for patients who have received

previous PBS-subsidised biological therapy), the patient must have been assessed for response following a minimum of 12

weeks of therapy. This assessment must have been submitted no later than 4 weeks from the date that course was ceased.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment

criteria, the patient must have been assessed for response, and the assessment submitted no later than 4 weeks from the

date that course was ceased.

Where a response assessment was not submitted within these timeframes, the patient will be deemed to have failed to

respond to treatment.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).
Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological

agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult

patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,

golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'

(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate

agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a

biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing

treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a

single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible

to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-

subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was

granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new

Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent

more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an

alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer

than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of

treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer

than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.

There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and

(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
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Note

details are under 'Swapping therapy' below]; and

(i) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

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

Written applications for authority to prescribe this drug should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
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secukinumab 150 mg/1 mL injection, 1 mL injection device
10900Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
4 . . *3168.94 38.30 Cosentyx [NV]

= SECUKINUMAB
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

Ankylosing spondylitis

Treatment Phase: Initial 3 (grandfather treatment)

Clinical criteria:

e Patient must have confirmed ankylosing spondylitis, defined radiographically (plain X-ray) of Grade Il bilateral sacroiliitis
or Grade Il unilateral sacroiliitis, with the diagnosis confirmed by a rheumatologist, AND

e Patient must have been receiving treatment with this drug for this condition prior to 1 October 2016, AND

e Patient must be receiving treatment with this drug for this condition at the time of application, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,

AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months, AND

e Patient must have demonstrated an adequate response to treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

The baseline BASDAI assessment must be from immediately prior to commencing treatment with this drug. The patient's

current BASDAI assessment and ESR and/or CRP measurements must be no more than 1 month old at the time of

application. Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised

treatment, that same marker must be measured and supplied in all subsequent continuing treatment applications.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form; and

(c) a copy of the radiological report confirming Grade Il bilateral sacroiliitis or Grade IIl unilateral sacroiliitis; and

(d) a completed BASDAI Assessment Form; and

(e) a signed patient acknowledgment form;

(f) the date commencement of this drug;

(g) results of the baseline BASDAI assessment prior to commencing treatment with this drug.

Patients may qualify for PBS-subsidised treatment under this restriction once only. Further applications for treatment with

this drug will be assessed under the continuing treatment restriction.

Note The assessment of the patient's response to this PBS-subsidised course of therapy must be made within the 4 weeks prior
to completion of the course of treatment. It is recommended that an application is submitted to the Department of Human
Services no less than 2 weeks prior to the date the next dose is due in order to ensure continuity of treatment for those
patients who meet the continuation criteria.

Note Special Pricing Arrangements apply.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND
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e Patient must have received this drug as their most recent course of PBS-subsidised biological disease modifying anti-
rheumatic drug (bDMARD) treatment in this treatment cycle, AND

e Patient must have demonstrated an adequate response to treatment with this drug.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

All measurements provided must be no more than 1 month old at the time of application.

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

All applications for continuing treatment with this drug must include a measurement of response to the prior course of

therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment course. If the

application is the first application for continuing treatment following an initial treatment course it must be made following a

minimum of 12 weeks of treatment with this drug. If the response assessment is not submitted within these timeframes, the

patient will be deemed to have failed this course of treatment.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5

years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and

the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDSs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(iii) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction
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(c) Continuing treatment.
Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.
A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.
(3) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.
(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

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

Authority required

Ankylosing spondylitis

Treatment Phase: Initial 3 or Continuing treatment — balance of supply

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received insufficient therapy with this drug under the initial 3 treatment restriction to complete 24
weeks of treatment, AND

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

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

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
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secukinumab 150 mg/1 mL injection, 1 mL injection device
10906B Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 804.06 38.30 Cosentyx [NV]

= SECUKINUMAB

Note

Note

Note

It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the
continuation criterion for PBS-subsidised treatment with this drug.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS

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

Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are able to commence a 'Biological Treatment
Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is they will not
need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability arrangements,
within a single Cycle, patients may receive long-term treatment with a biological agent as long as they sustain a response to
therapy.

Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time.

Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent,
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from
this condition in respect of applications approved prior to 1 December 2007.

Patients 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 respond 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 agent therapy before they are eligible
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a
biological agent under the new Treatment Cycle.

Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.

There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe chronic plaque psoriasis.

There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hands and feet.

(1) Application for approval for initial treatment.

Applications for a course of initial treatment should be made in the following situations:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); or

(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under '(4) Swapping therapy' below]; or

(iii) patients who wish to recommence treatment following a break in PBS-subsidised therapy with that agent (Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
treatment in the case of adalimumab, etanercept and secukinumab, 22 weeks of treatment in the case of infliximab and 28
weeks of treatment in the case of ustekinumab.

Grandfather patients (secukinumab only).

Applications for patients who commenced treatment with secukinumab for chronic plaque psoriasis prior to 1 September
2015 may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction
(Initial 3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not
been treated with a biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment. Approval will be based on the criteria included in the relevant restriction.

(2) Assessment of response to initial treatment.

When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent.
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.
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The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.
(3) Application for continuing treatment.
Following the completion of an initial treatment course with a biological agent to which an adequate response has been
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response.
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course.
Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800
700 270 to discuss.
(4) Swapping therapy.
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI
score of greater than 15), or prior treatment requirements.
Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that agent.
Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to
treatment with that particular agent within the same Cycle.
To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the agent being ceased.
(5) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and
subsequent response will be assessed according to this revised PASI score.
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 treatment applications.
(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.
Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application.

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

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

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — Initial 1, Whole body (new patient (no prior biological agent) or patient recommencing
treatment after a break of 5 years or more)

Clinical criteria:

e Patient must have severe chronic plaque psoriasis where lesions have been present for at least 6 months from the time
of initial diagnosis, AND

e Patient must not have received any prior PBS-subsidised treatment with a biological agent for this condition; OR

¢ Patient must not have received PBS-subsidised treatment with a biological agent for at least 5 years, if they have
previously received PBS-subsidised treatment with a biological agent for this condition and wish to commence a new
Treatment Cycle, 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 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii)
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg
per kg per day for at least 6 weeks, AND

e Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND

e The treatment must be as systemic monotherapy (other than methotrexate), 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.

Treatment criteria:

e Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, secukinumab or
ustekinumab.

Where treatment with methotrexate, cyclosporin or acitretin is contraindicated according to the relevant TGA-approved
Product Information, or where phototherapy is contraindicated, details must be provided at the time of application.
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Where intolerance to treatment with phototherapy, methotrexate, cyclosporin 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.

The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the
patient at the time of the application:

(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as assessed, preferably whilst still on
treatment, but no longer than 1 month following cessation of the most recent prior treatment.

(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer
than 1 month following cessation of each course of treatment.

(c) The most recent PASI assessment must be no more than 1 month old at the time of application.

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

(a) a completed authority prescription form; and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the following:

(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of
assessment of the patient's condition; and

(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and
duration of therapy]; and

(iii) the signed patient and prescriber acknowledgements.

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement

for 6 weeks treatment with phototherapy, methotrexate, cyclosporin or acitretin can be found on the Department of Human
Services website (www.humanservices.gov.au)

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of

treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — Initial 2, Whole body (change or recommencement of treatment)

Clinical criteria:

e Patient must have a documented history of severe chronic plaque psoriasis, AND

e Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents for this
condition within this Treatment Cycle, AND

e Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this
condition in the current Treatment Cycle, AND

e The treatment must be as systemic monotherapy (other than methotrexate), 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.

Treatment criteria:

e Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, secukinumab or

ustekinumab.

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

(a) a completed authority prescription form; and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes

the following:

(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets including the dates of assessment of

the patient's condition; and

(ii) details of prior biological treatment, including dosage, date and duration of treatment.

Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this

Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy,

will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with

this drug has been submitted within 1 month of cessation of treatment.

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 prebiological treatment baseline value for this Treatment Cycle.

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of

treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month
from the date of completion of this initial course of treatment. Where a response assessment is not undertaken and
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.
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In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent
was approved in this Cycle and the date of the first application under the new Cycle.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — Initial 1, Face, hand, foot (new patient (no prior biological agent) or patient
recommencing treatment after a break of 5 years or more)

Clinical criteria:

e Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or sole of a foot where the plague or
plagues have been present for at least 6 months from the time of initial diagnosis, AND

e Patient must not have received any prior PBS-subsidised treatment with a biological agent for this condition; OR

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

e Patient must have failed to achieve an adequate response, as demonstrated by a Psoriasis Area and Severity Index
(PASI) assessment, to at least 3 of the following 4 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 weekly for at least 6 weeks; and/or (iii)
cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks; and/or (iv) acitretin at a dose of at least 0.4 mg
per kg per day for at least 6 weeks, AND

e Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND

e The treatment must be as systemic monotherapy (other than methotrexate), 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.

Treatment criteria:

e Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, secukinumab or
ustekinumab.

Where treatment with methotrexate, cyclosporin or acitretin is contraindicated according to the relevant TGA-approved
Product Information, or where phototherapy is contraindicated, details must be provided at the time of application.

Where intolerance to treatment with phototherapy, methotrexate, cyclosporin 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.

The following criterion indicates failure to achieve an adequate response to prior treatment and must be demonstrated in the
patient at the time of the application:

(a) Chronic plague psoriasis classified as severe due to a plaque or plaques on the face, palm of a hand or sole of a foot
where:

(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for erythema, thickness and scaling are
rated as severe or very severe, as assessed, preferably whilst still on treatment, but no longer than 1 month following
cessation of the most recent prior treatment; or

(ii) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot, as assessed, preferably whilst still on
treatment, but no longer than 1 month following cessation of the most recent prior treatment;

(b) A PASI assessment must be completed for each prior treatment course, preferably whilst still on treatment, but no longer
than 1 month following cessation of each course of treatment.

(c) The most recent PASI assessment must be no more than 1 month old at the time of application.

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

(a) a completed authority prescription form; and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the following:

(i) the completed current and previous Psoriasis Area and Severity Index (PASI) calculation sheets and face, hand, foot area
diagrams including the dates of assessment of the patient's condition; and

(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and
duration of therapy]; and

(i) the signed patient and prescriber acknowledgements.

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

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.
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In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — Initial 2, Face, hand, foot (change or recommencement of treatment)

Clinical criteria:

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

e Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents for this
condition within this Treatment Cycle, AND

e Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with this drug for the treatment of this
condition in the current Treatment Cycle, AND

e The treatment must be as systemic monotherapy (other than methotrexate), 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.

Treatment criteria:

e Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, secukinumab or

ustekinumab.

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

(a) a completed authority prescription form; and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes

the following:

(i) the completed current Psoriasis Area and Severity Index (PASI) calculation sheets and face, hand, foot area diagrams

including the dates of assessment of the patient's condition; and

(ii) details of prior biological treatment, including dosage, date and duration of treatment.

Applications for patients who have demonstrated a response to PBS-subsidised treatment with this drug within this

Treatment Cycle and who wish to recommence treatment with this drug within the same Cycle following a break in therapy,

will only be approved where evidence of the patient's response to their most recent course of PBS-subsidised treatment with

this drug has been submitted within 1 month of cessation of treatment.

An adequate response to treatment is defined as the plaque 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 pre-biological treatment baseline values; or

(i) 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.

Note A PASI assessment of the patient's response to this initial course of treatment must be made after at least 12 weeks of
treatment so that there is adequate time for a response to be demonstrated. This assessment, which will be used to
determine eligibility for continuing treatment, must be submitted to the Department of Human Services no later than 1 month
from the date of completion of this initial course of treatment. The PASI assessment for continuing treatment must be
performed on the same affected area as assessed at baseline. Where a response assessment is not undertaken and
submitted to the Department of Human Services within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent
was approved in this Cycle and the date of the first application under the new Cycle.

secukinumab 150 mg/mL injection, 2 x 1 mL injection devices
10910F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
4 " . *6189.98 38.30 Cosentyx [NV]

= SECUKINUMAB

Note TREATMENT OF ADULT PATIENTS WITH SEVERE CHRONIC PLAQUE PSORIASIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, etanercept, infliximab, secukinumab and ustekinumab, for adult patients with severe chronic plaque
psoriasis. Therefore, where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, etanercept,
infliximab, secukinumab and ustekinumab only.
Patients receiving PBS-subsidised treatment for chronic plaque psoriasis are able to commence a 'Biological Treatment
Cycle' (Cycle), where they may trial biological agents without having to meet the initial treatment criteria, that is they will not
need to experience a disease flare, when swapping to an alternate agent. Under these interchangeability arrangements,
within a single Cycle, patients may receive long-term treatment with a biological agent as long as they sustain a response to
therapy.
Patients are eligible for PBS-subsidised treatment with only 1 biological agent at any 1 time.
Within the same Treatment Cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised biological
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agent more than once. Therefore once a patient fails to meet the response criteria for a PBS-subsidised biological agent,
they must change to an alternate agent if they wish to continue PBS-subsidised biological treatment. A patient still in their
first Treatment Cycle who, prior to 1 December 2007, under the interchangeability arrangements in effect at the time, was
authorised to receive PBS-subsidised initial treatment for chronic plaque psoriasis with the same agent twice is exempt from
this condition in respect of applications approved prior to 1 December 2007.

Patients 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 respond 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 agent therapy before they are eligible
to commence the next Cycle. The duration of the break in therapy is measured from the date of the last approval for PBS-
subsidised biological agent treatment in the most recent Cycle to the date of the first application for initial treatment with a
biological agent under the new Treatment Cycle.

Patients for whom a break in PBS-subsidised therapy of less than 5 years duration has occurred, and, who have failed
therapy fewer than 3 times within a particular Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.

There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe chronic plaque psoriasis.

There are separate restrictions for both the initial and continuing treatment for psoriasis affecting the whole body, versus
psoriasis affecting the face, hands and feet.

(1) Application for approval for initial treatment.

Applications for a course of initial treatment should be made in the following situations:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); or

(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under '(4) Swapping therapy' below]; or

(i) patients who wish to recommence treatment following a break in PBS-subsidised therapy with that agent (Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
treatment in the case of adalimumab, etanercept and secukinumab, 22 weeks of treatment in the case of infliximab and 28
weeks of treatment in the case of ustekinumab.

Grandfather patients (secukinumab only).

Applications for patients who commenced treatment with secukinumab for chronic plaque psoriasis prior to 1 September
2015 may be made for initial PBS-subsidised treatment as continuing therapy under the relevant initial treatment restriction
(Initial 3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not
been treated with a biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment. Approval will be based on the criteria included in the relevant restriction.

(2) Assessment of response to initial treatment.

When prescribing initial treatment with a biological agent, a PASI assessment must be conducted after at least 12 weeks of
treatment. This assessment must be submitted to the Department of Human Services within 1 month of the completion of
this initial treatment course. Where a response assessment is not undertaken and submitted to the Department of Human
Services within these timeframes, the patient will be deemed to have failed to respond to treatment with that biological agent.
In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.

The PASI assessment for continuing treatment must be performed on the same affected area as assessed at baseline.

(3) Application for continuing treatment.

Following the completion of an initial treatment course with a biological agent to which an adequate response has been
demonstrated, patients may qualify to receive up to 24 weeks of continuing treatment with that biological agent. Patients are
eligible to continue to receive continuous treatment with 24 week courses providing they continue to sustain a response.
For second and subsequent courses of PBS-subsidised treatment with a specific biological agent it is recommended that a
patient is reviewed in the month prior to completing their current course of treatment and that an application is posted to the
Department of Human Services no later than 2 weeks prior to the patient completing their current treatment course.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, patients will
be deemed to have failed to sustain a response to treatment with that biological agent. In circumstances where it is not
possible to submit a response assessment within these timeframes, please call the Department of Human Services on 1800
700 270 to discuss.

(4) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate agent within the same Treatment Cycle without having to requalify with respect to disease severity (i.e. a PASI
score of greater than 15), or prior treatment requirements.

Patients who are not able to complete a minimum of 12 weeks of an initial treatment course will be deemed to have failed
treatment with that agent.

Patients may trial an alternate biological agent at any time, regardless of whether they are receiving therapy with a biological
agent at the time of the application or not. However, they cannot swap to a particular agent if they have failed to respond to
treatment with that particular agent within the same Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the agent being ceased.

(5) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated, based on the
baseline PASI assessment submitted with the first authority application for a biological agent. However, prescribers may
provide new baseline measurements any time that an initial treatment authority is submitted within a Treatment Cycle and
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Note
Note

subsequent response will be assessed according to this revised PASI score.

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 treatment applications.

(6) Recommencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent Biological Treatment Cycle, following a break in PBS-subsidised
biological therapy of at least 5 years, must requalify for initial treatment according to the criteria of the relevant restriction
and index of disease severity. Patients must have had at least 1 prior treatment, as listed in the criteria, for a minimum of 6
weeks, and must have a PASI assessment conducted preferably whilst still on treatment, but no later than 1 month following
cessation of treatment. The PASI assessment must be no older than 1 month at the time of application.

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

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

Note

Note

Note

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — Initial 3, Whole body (initial PBS-subsidised supply for continuing treatment in a patient

commenced on non-PBS-subsidised therapy)

Clinical criteria:

e Patient must have a documented history of severe chronic plaque psoriasis, AND

e Patient must have been receiving treatment with this drug for this condition prior to 1 September 2015, AND

e Patient must have had a Psoriasis Area and Severity Index (PASI) score of greater than 15 prior to commencing
treatment with this drug, AND

e Patient must have demonstrated a response to treatment as specified in the criterion included in the restriction for
continuing PBS-subsidised treatment with this drug (whole body), AND

e Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (whole body), AND

e The treatment must be as systemic monotherapy (other than methotrexate), AND

o Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

e Patient must be aged 18 years or older.

Treatment criteria:

e Must be treated by a dermatologist.

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

(a) a completed authority prescription form; and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes

the following:

(i) the completed Psoriasis Area and Severity Index (PASI) calculation sheet including the date of the assessment of the

patient's condition at baseline (prior to initiation of therapy with this drug) and the most recent PASI assessment; and

(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and

duration of therapy]; and

(iii) the signed patient and prescriber acknowledgements.

The most recent PASI assessment must be no more than 1 month old at the time of application.

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

A PASI assessment of the patient's response to this initial PBS-subsidised course of therapy must be conducted within 4

weeks prior to completion of this course of treatment. This assessment, which will be used to determine eligibility for

continuing treatment, must be submitted to the Department of Human Services no later than 1 month from the date of

completion of this initial course of treatment. Where a response assessment is not undertaken and submitted to the

Department of Human Services within these timeframes, the patient will be deemed to have failed to respond to treatment

with this drug.

In circumstances where it is not possible to submit a response assessment within these timeframes, please call the

Department of Human Services on 1800 700 270 to discuss.

It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the

patient completing their current treatment course to ensure continuity of treatment for those patients who meet the

continuation criterion for PBS-subsidised treatment with this drug.

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

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

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

on the Department of Human Services website at www.humanservices.gov.au

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Continuing treatment, Whole body

Clinical criteria:

e Patient must have a documented history of severe chronic plaque psoriasis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND
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¢ Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND

e The treatment must be as systemic monotherapy (other than methotrexate), 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 aged 18 years or older.

Treatment criteria:

e Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, secukinumab or

ustekinumab.

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 prebiological treatment baseline value for this Treatment Cycle.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of

PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment

course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an

assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to

respond to treatment with this drug.

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

(a) a completed authority prescription form; and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes

the following:

(i) the completed Psoriasis Area and Severity Index (PASI) calculation sheet including the date of the assessment of the

patient's condition.

The most recent PASI assessment must be no more than 1 month old at the time of application.

Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug.

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the
patient will be deemed to have failed to respond to treatment with this drug.

In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the
continuation criterion for PBS-subsidised treatment with this drug.

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent
was approved in this Cycle and the date of the first application under the new Cycle.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — Initial 3, Face, hand, foot (initial PBS-subsidised supply for continuing treatment in a

patient commenced on non-PBS-subsidised therapy)

Clinical criteria:

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

e Patient must have been receiving treatment with this drug for this condition prior to 1 September 2015, AND

e Patient must have had disease, prior to treatment with this drug, classified as severe due to a plaque or plaques on the
face, palm of a hand or sole of a foot where: (i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom
subscores for erythema, thickness and scaling were rated as severe or very severe; or (ii) the skin area affected was 30%
or more of the face, palm of a hand or sole of a foot, AND

e Patient must have demonstrated a response to treatment as specified in the criterion included in the restriction for
continuing PBS-subsidised treatment with this drug (face, hand, foot), AND

e Patient must have signed a patient and prescriber acknowledgement indicating they understand and acknowledge that
PBS-subsidised treatment will cease if they do not meet the predetermined response criterion for ongoing PBS-
subsidised treatment, as outlined in the restriction for continuing treatment (face, hand, foot), AND

e The treatment must be as systemic monotherapy (other than methotrexate), AND
o Patient must not receive more than 24 weeks of treatment under this restriction.
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Population criteria:

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

e Must be treated by a dermatologist.

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

(a) a completed authority prescription form; and

(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the following:

(i) the completed Psoriasis Area and Severity Index (PASI) calculation sheet and face, hand, foot area diagrams including
the date of the assessment of the patient's condition at baseline (prior to initiation of therapy with this drug) and the most
recent PASI| assessment; and

(ii) details of previous phototherapy and systemic drug therapy [dosage (where applicable), date of commencement and
duration of therapy]; and

(iii) the signed patient and prescriber acknowledgements.

The most recent PASI assessment must be no more than 1 month old at the time of application.

The PASI assessment must be performed on the same affected area as assessed at baseline or prior to initiation of
treatment with this drug.

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

A PASI assessment of the patient's response to this initial PBS-subsidised course of therapy must be conducted within 4
weeks prior to completion of this course of treatment. This assessment, which will be used to determine eligibility for
continuing treatment, must be submitted to the Department of Human Services no later than 1 month from the date of
completion of this initial course of treatment. Where a response assessment is not undertaken and submitted to the
Department of Human Services within these timeframes, the patient will be deemed to have failed to respond to treatment
with this drug.

In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.

It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the
continuation criterion for PBS-subsidised treatment with this drug.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Continuing treatment, Face, hand, foot

Clinical criteria:

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

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

e Patient must have demonstrated an adequate response to their most recent course of treatment with this drug, AND

e The treatment must be as systemic monotherapy (other than methotrexate), 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 aged 18 years or older.

Treatment criteria:

e Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept, infliximab, secukinumab or

ustekinumab.

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

(i) 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.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of

PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment

course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an

assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to

respond to treatment with this drug.

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

(a) a completed authority prescription form; and
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(b) a completed Severe Chronic Plaque Psoriasis PBS Authority Application - Supporting Information Form which includes
the following:

(i) the completed Psoriasis Area and Severity Index (PASI) calculation sheet and face, hand, foot area diagrams including
the date of the assessment of the patient's condition.

The most recent PASI assessment must be no more than 1 month old at the time of application.

Approval will be based on the PASI assessment of response to the most recent course of treatment with this drug.

The PASI assessment for continuing treatment must be performed on the same affected area assessed at baseline.

Note A PASI assessment of the patient's response must be conducted within 4 weeks prior to completion of this course of
treatment. This assessment, which will be used to determine eligibility for further continuing treatment, must be submitted to
the Department of Human Services no later than 1 month from the date of completion of this course of treatment. Where a
response assessment is not undertaken and submitted to the Department of Human Services within these timeframes, the
patient will be deemed to have failed to respond to treatment with this drug.

In circumstances where it is not possible to submit a response assessment within these timeframes, please call the
Department of Human Services on 1800 700 270 to discuss.

Note It is recommended that an application is posted to the Department of Human Services no later than 2 weeks prior to the
patient completing their current treatment course to ensure continuity of treatment for those patients who meet the
continuation criterion for PBS-subsidised treatment with this drug.

Note Patients who fail to demonstrate a response to treatment with 3 biological agents are deemed to have completed this
Treatment Cycle and must cease PBS-subsidised therapy. These patients may recommence a new Biological Treatment
Cycle after a minimum of 5 years has elapsed between the date the last prescription for a PBS-subsidised biological agent
was approved in this Cycle and the date of the first application under the new Cycle.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — Initial 3, Whole body or Face, hand, foot (initial PBS-subsidised supply for continuing
treatment in a patient commenced on non-PBS-subsidised therapy) or Continuing treatment, Whole body or Face, hand,
foot - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 3, Whole body (initial PBS-subsidised
supply for continuing treatment in a patient commenced on non-PBS-subsidised therapy) restriction to complete 24
weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 3, Face, hand, foot (initial PBS-subsidised
supply for continuing treatment in a patient commenced on non-PBS-subsidised therapy) restriction to complete 24
weeks treatment; OR

o Patient must have received insufficient therapy with this drug under the Continuing treatment, Whole body restriction to
complete 24 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Continuing treatment, Face, hand, foot restriction
to complete 24 weeks treatment, AND

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

AND

e The treatment must be as systemic monotherapy (other than methotrexate).
Treatment criteria:

e Must be treated by a dermatologist.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

secukinumab 150 mg/mL injection, 2 x 1 mL injection devices
10425Q Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
1 5 . 1585.75 38.30 Cosentyx [NV]

= SITAGLIPTIN
Note This drug is not PBS-subsidised for use as monotherapy or in combination with a thiazolidinedione (glitazone), a glucagon-
like peptide-1 or an SGLT2 inhibitor.
Note Continuing Therapy Only:
For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
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patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Authority required (STREAMLINED)

6346

Diabetes mellitus type 2

Clinical criteria:

¢ The treatment must be in combination with metformin; OR

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

e Patient must have, or have had, a HbAlc measurement greater than 7% 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 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 dipeptidyl peptidase 4 inhibitor (gliptin), a thiazolidinedione (glitazone), a glucagon-like

peptide-1 or a sodium-glucose co-transporter 2 (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.

A patient whose diabetes was previously demonstrated unable to be controlled with metformin or a sulfonylurea does not

need to requalify on this criterion before being eligible for PBS-subsidised treatment with this drug.

Authority required (STREAMLINED)

6363

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 optimal doses of dual oral therapy; 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 optimal doses of dual oral therapy.

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.

A patient whose diabetes was previously demonstrated unable to be controlled with metformin or a sulfonylurea does not

need to requalify on this criterion before being eligible for PBS-subsidised treatment with this drug.

Note PBS subsidised dual oral therapy does not include concomitant use of a combination of: a gliptin, a glitazone or an SGLT2

inhibitor.

Authority required (STREAMLINED)

6376

Diabetes mellitus type 2

Clinical criteria:

e The treatment must be in combination with insulin, 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.
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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.

sitagliptin 100 mg tablet, 28
0182G Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
(e 1 5 . 5585  38.30  Januvia [MK]

sitagliptin 25 mg tablet, 28
0180E Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
(-] 1 5 . 55.85  38.30  Januvia [MK]

sitagliptin 50 mg tablet, 28
9181F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
(e ] 1 5 . 5585  38.30  Januvia [MK]

= SITAGLIPTIN + METFORMIN

Note This fixed dose combination tablet is not PBS-subsidised for use as initial therapy or in combination with a thiazolidinedione
(glitazone), a glucagon-like peptide-1 or an SGLT2 inhibitor

Note Continuing Therapy Only:
For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

Authority required (STREAMLINED)

6333

Diabetes mellitus type 2

Clinical criteria:

e Patient must have, or have had, a HbAlc measurement greater than 7% despite treatment with metformin; 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 despite treatment with metformin.

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 dipeptidyl peptidase 4 inhibitor (gliptin), a thiazolidinedione (glitazone), a glucagon-like

peptide-1 or a sodium-glucose co-transporter 2 (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.

A patient whose diabetes was previously demonstrated unable to be controlled with metformin does not need to requalify on

this criterion before being eligible for PBS-subsidised treatment with this fixed dose combination.

Authority required (STREAMLINED)

6334

Diabetes mellitus type 2

Treatment Phase: Continuing

Clinical criteria:

e Patient must have previously received and been stabilised on a PBS-subsidised regimen of oral diabetic medicines which
includes metformin and sitagliptin.

Authority required (STREAMLINED)

6344

Diabetes mellitus type 2

Clinical criteria:

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 optimal doses of dual oral therapy; 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 optimal doses of dual oral therapy.

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.
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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.

A patient whose diabetes was previously demonstrated unable to be controlled with metformin or a sulfonylurea does not
need to requalify on this criterion before being eligible for PBS-subsidised treatment with this fixed dose combination.

Note PBS subsidised dual oral therapy does not include concomitant use of a combination of: a gliptin, a glitazone or an SGLT2

inhibitor.

Authority required (STREAMLINED)

6443

Diabetes mellitus type 2

Clinical criteria:

e The treatment must be in combination with insulin, 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.

sitagliptin 100 mg + metformin hydrochloride 1 g tablet: modified release, 28
10089B Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 57.35 38.30 Janumet XR [MK]

sitagliptin 50 mg + metformin hydrochloride 1 g modified release tablet, 56
10090C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 5 . 58.76 38.30 Janumet XR [MK]

sitagliptin 50 mg + metformin hydrochloride 1 g tablet, 56
0451K Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 58.76 38.30 Janumet [MK]

sitagliptin 50 mg + metformin hydrochloride 500 mg tablet, 56
0449H Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 5 . 57.35 38.30 Janumet [MK]

sitagliptin 50 mg + metformin hydrochloride 850 mg tablet, 56

9450J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
(-] 1 5 . 58.35 3830  Janumet [MK]
= TAMOXIFEN

Note This pharmaceutical benefit is not PBS-subsidised for primary prevention of breast cancer.
Note Shared Care Model:

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

Restricted benefit

Breast cancer

Clinical criteria:

e The condition must be hormone receptor positive.
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tamoxifen 10 mg tablet, 60
2109B Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
(e ] 1 5 . 2154 2273  Genox 10 [AF]

* TAMOXIFEN

Note For item codes 2110C and 1880Y, pharmaceutical benefits that have the form tablet 20 mg (base) are equivalent for the
purposes of substitution.

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

Restricted benefit
Breast cancer
Clinical criteria:
e The condition must be hormone receptor positive.
tamoxifen 20 mg tablet, 30
1880Y Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

(-] 2 5 . *29.60  30.79  ° Nolvadex-D [AP]

= TAMOXIFEN

Note This pharmaceutical benefit is not PBS-subsidised for primary prevention of breast cancer.

Note For item codes 2110C and 1880Y, pharmaceutical benefits that have the form tablet 20 mg (base) are equivalent for the
purposes of substitution.

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

Restricted benefit

Breast cancer

Clinical criteria:

e The condition must be hormone receptor positive.

tamoxifen 20 mg tablet, 60

2110C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer Brand Name and Manufacturer
(e 1 5 . 29.59 30.78  ® Genox 20 [AF] 2 GenRx Tamoxifen [GX]
® Tamosin [QA] ® Tamoxifen Sandoz [SZ]
= TAMOXIFEN

Note A moderate risk of developing breast cancer is if the lifetime breast cancer risk is 1.5 to 3 times the population average. A
high risk of developing breast cancer is if the lifetime breast cancer risk is more than 3 times the population average.

Note Continuing Therapy Only:
For prescribing by nurse practitioners as continuing therapy only, where the treatment of, and prescribing of medicine for, a
patient has been initiated by a medical practitioner. Further information can be found in the Explanatory Notes for Nurse
Practitioners.

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.

Restricted benefit

Reduction of breast cancer risk

Clinical criteria:

e Patient must have a moderate or high risk of developing breast cancer, AND

e The treatment must not exceed a dose of 20 mg per day, AND

e The treatment must not exceed a lifetime maximum of 5 years for this condition.
tamoxifen 20 mg tablet, 30
10911G Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

(-] 1 5 . 2008 2127  Nolvadex-D [AP]

= TERBINAFINE
Authority required
Dermatophyte infection
Clinical criteria:

¢ Patient must have failed to respond to topical treatment.
Population criteria:

e Patient must be an Aboriginal or a Torres Strait Islander person.
Authority required

Dermatophyte infection
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Clinical criteria:
e Patient must have failed to respond to topical treatment, AND

e Patient must have failed to respond to griseofulvin.
Population criteria:

e Patient must be 18 years of age or less.

terbinafine 250 mg tablet, 42
2285G Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

Brand Name and Manufacturer

1 . . 34.34 35.53  ? GenRx Terbinafine [GX]

2 Sebifin 250 [RA]

? Terbinafine AN [EA]
# Terbinafine GH [GQ]
® Tinasil [AF]

@ Lamisil (Novartis
Pharmaceuticals Australia Pty
Limited) [NV]

& Tamsil [RW]

 Terbinafine-DRLA [RZ]

 Terbinafine Sandoz [SZ]

= TERBINAFINE

Authority required (STREAMLINED)
6434

Fungal or yeast infection

Population criteria:

e Patient must be an Aboriginal or a Torres Strait Islander person.
Authority required (STREAMLINED)
6412

Fungal or yeast infection

Clinical criteria:

e The condition must be fungal; OR

e The condition must be due to yeast.
Population criteria:

e Patient must be 18 years of age or less.

terbinafine hydrochloride 1% cream, 15 g
9160D Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

2 3 . *37.46 38.30 2 Lamisil [NC]

» TERBINAFINE
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
Onychomycosis
Clinical criteria:

e The condition must be proximal or extensive (greater than 80% nail involvement), AND

e Patient must have failed to respond to topical treatment, AND

e The condition must be due to dermatophyte infection proven by microscopy and confirmed by an Approved Pathology

Provider; OR

e The condition must be due to dermatophyte infection proven by culture and confirmed by an Approved Pathology

Provider.

The date of the pathology report must be provided at the time of application and must not be more than 12 months old
terbinafine 250 mg tablet, 42
2804N Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

Brand Name and Manufacturer

1 1 . 34.34 35.53  ® GenRx Terbinafine [GX]

2 Sebifin 250 [RA]

# Terbinafine AN [EA]
# Terbinafine GH [GQ]
2 Tinasil [AF]

& Lamisil (Novartis
Pharmaceuticals Australia Pty
Limited) [NV]

& Tamsil [RW]

 Terbinafine-DRLA [RZ]

 Terbinafine Sandoz [SZ]

» TRIPTORELIN

Restricted benefit
Locally advanced (stage C) or metastatic (stage D) carcinoma of the prostate

triptorelin 11.25 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack
0379P Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 . 1050.07 38.30 Diphereline [IS]
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triptorelin 22.5 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack
5297T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 . . 2021.14 38.30 Diphereline [IS]

triptorelin 3.75 mg injection [1 vial] (&) inert substance diluent [2 mL ampoule], 1 pack
0378N Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 5 . 393.42 38.30 Diphereline [IS]

= USTEKINUMAB

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

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

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

Note Special Pricing Arrangements apply.

Authority required
Severe psoriatic arthritis

Treatment Phase: Initial treatment - Initial 3 (initial PBS-subsidised supply for continuing treatment in a patient commenced
on non-PBS-subsidised therapy)

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have been receiving treatment with this drug for this condition prior to 1 May 2016, AND

e Patient must be receiving treatment with this drug for this condition at the time of application, AND

e Patient must have demonstrated a response to treatment as specified in the criteria for continuing PBS-subsidised
treatment with this drug, AND

e Patient must not receive more than 24 weeks of treatment under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and
(3) a signed patient acknowledgement.

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

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

e Patient must demonstrate, at the time of application, 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 an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (CRP) level no greater than

15 mg per L or either marker reduced by at least 20% from baseline; and

either of the following:

(a) a reduction in the total active (swollen and tender) joint count by at least 50% from baseline, where baseline is at least 20

active joints; or
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(b) a reduction in the number of the following major 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).
The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be provided for all subsequent continuing treatment applications.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(1) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(i) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
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they continue to sustain the response.
Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.
(3) Swapping therapy.
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.
Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.
Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:
(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or
(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and
(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.
To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.
(4) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial
10767Q Max.Qty Packs No.ofRRpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
1 1 . 4380.19 38.30 Stelara [JC]

= USTEKINUMAB

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement
for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

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

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

Note Special Pricing Arrangements apply.

Authority required
Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or
more)

Clinical criteria:
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e Patient must have severe active psoriatic arthritis, AND

e Patient must have received no prior PBS-subsidised treatment with a biological agent for this condition; OR

e Patient must have received no PBS-subsidised treatment with a biological agent for at least 5 years if they have
previously received PBS-subsidised treatment with a biological agent for this condition, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

e Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved

Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,

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

provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at

the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater

than 15 mg per L; and

either

(a) an active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(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).

If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons

why this criterion cannot be satisfied.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement.

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 2 (change or recommencement of treatment)

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents within
this Treatment Cycle, AND

¢ Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug during the current
Treatment Cycle, AND

e Patient must not receive more than 28 weeks of treatment under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

Applications for a patient who has previously received PBS-subsidised treatment with this drug within this Treatment Cycle

and who wishes to recommence therapy with this drug within this same Cycle, must be accompanied by evidence of a

response to the patient's most recent course of PBS-subsidised treatment with this drug.

Where the most recent course of PBS-subsidised treatment was approved under either of the initial treatment restrictions

(i.e. for patients with no prior PBS-subsidised biological therapy or, under this restriction, for patients who have received

previous PBS-subsidised biological therapy), the patient must have been assessed for response following a minimum of 12

weeks of therapy. This assessment must have been submitted no later than 4 weeks from the date that course was ceased.

120

Schedule of Pharmaceutical Benefits — October 2016



Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, the patient must have been assessed for response, and the assessment submitted no later than 4 weeks from the
date that course was ceased.

Where a response assessment was not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).
Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological

agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult

patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,

golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'

(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate

agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a

biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing

treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a

single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible

to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-

subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was

granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new

Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent

more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an

alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer

than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of

treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer

than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.

There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(1) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and

(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further

details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with

that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of

therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol

(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is

recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure

uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks

of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the

date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be

deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who

commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised

treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access

the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological

agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of

treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to

24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.

Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
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they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

ustekinumab 45 mg/0.5 mL injection, 0.5 mL vial

10774C Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer

1 2 . 4380.19 38.30 Stelara [JC]
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Highly Specialised Drugs Program
(Private Hospital)

=» DEFERASIROX
Note Special Pricing Arrangements apply.

Authority required

Chronic iron overload

Clinical criteria:

e Patient must have a disorder of erythropoiesis.

deferasirox 125 mg dispersible tablet, 28
6499C Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
6 5 . *1378.44 Exjade [NV]

deferasirox 250 mg dispersible tablet, 28
6500D Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
6 5 . *2709.78 Exjade [NV]

deferasirox 500 mg dispersible tablet, 28
9600G Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
6 5 . *5372.58 Exjade [NV]

* DEFERIPRONE
Authority required
Iron overload
Clinical criteria:
e Patient must have thalassaemia major, AND
e Patient must be unable to take desferrioxamine therapy.
Authority required
Iron overload
Clinical criteria:
e Patient must have thalassaemia major, AND
¢ Patient must be one in whom desferrioxamine therapy has proven ineffective.

deferiprone 100 mg/mL oral liquid, 250 mL
0638G Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
5 5 . *1117.12 Ferriprox [TX]

deferiprone 500 mg tablet, 100
6416Q Max.QtyPacks No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer
6 5 . *2615.22 Ferriprox [TX]

» DESFERRIOXAMINE
Authority required
Disorders of erythropoiesis
Clinical criteria:

e The condition must be associated with treatment-related chronic iron overload.
desferrioxamine mesylate 2 g injection, 1 vial

6270B Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
60 5 . *1391.82  Hospira Pty Limited [HH]
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desferrioxamine mesylate 500 mg injection, 10 vials
6113R Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer

40 5 . *4301.82 Hospira Pty Limited [HH]

= INFLIXIMAB

Authority required

Active ankylosing spondylitis

Treatment Phase: Initial 1 (new patients)

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must not have received any PBS-subsidised treatment with either adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab or secukinumab in this treatment cycle, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,

AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

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

application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level

greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID

treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1

month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the

reason this criterion cannot be satisfied.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which must include the

following:

(i) a copy of the radiological report confirming Grade |l bilateral sacroiliitis or Grade IIl unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form; and

(i) a completed Exercise Program Self Certification Form included in the supporting information form; and

(iv) a signed patient acknowledgment.

The assessment of the patient's response to the initial course of treatment must be made following a minimum of 12 weeks

of treatment and submitted no later than 4 weeks from the cessation of that treatment course. If the response assessment is

not submitted within these timeframes, the patient will be deemed to have failed this course of treatment.

A maximum of 18 weeks of treatment with this drug will be approved under this criterion.

At the time of authority application, the doctor should request the appropriate number of vials, based on the weight of the

patient, to provide for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats will be authorised.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5

years have elapsed between the date the last prescription for a PBS-subsidised biological disease modifying anti-rheumatic

drug (bDMARD) was approved in this cycle and the date of the first application under a new cycle.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be

found on the Department of Human Services website at www.humanservices.gov.au

Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this

restriction, please refer to the Department of Human Services website at www.humanservices.gov.au

Authority required

Ankylosing spondylitis

Treatment Phase: Initial 2 (change or recommencement for all patients)
Clinical criteria:
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e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received prior PBS-subsidised biological disease modifying anti-rheumatic drug (-bDMARD) treatment
for this condition in this treatment cycle, AND

e Patient must not have failed PBS-subsidised therapy with this drug for this condition in the current treatment cycle, AND
e Patient must be eligible to receive further bDMARD therapy.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.
Where the most recent course of PBS-subsidised bDMARD treatment was approved under either of the initial treatment
restrictions (i.e. for patients with no prior PBS-subsidised bDMARD therapy or, under this restriction, for patients who have
received previous PBS-subsidised bDMARD therapy) the patient must have been assessed for response to that course
following a minimum of 12 weeks of treatment. These assessments must be provided to the Department of Human Services
no later than 4 weeks from the date the course was ceased. If the response assessment is not submitted within these
timeframes, the patient will be deemed to have failed this course of treatment.
Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, patients must have been assessed for response, and the assessment must be submitted to the Department of
Human Services no later than 4 weeks from the date that course was ceased.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.
A maximum of 18 weeks of treatment with this drug will be approved under this criterion.
At the time of authority application, the doctor should request the appropriate number of vials, based on the weight of the
patient, to provide for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats will be authorised.
Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and
the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.
Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised bDMARD
more than once.
Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.
A patient who has failed fewer than 3 bDMARDSs 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.
A patient who has failed fewer than 3 bDMARDSs in a treatment cycle and who has a break in therapy of more than 5 years
may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised bDMARD therapy
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or
(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or
(iii) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.
Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.
For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.
(b) Grandfather patients - secukinumab only.
For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
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treatment for all agents. Approval will be based on the criteria included in the relevant restriction

(c) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.

(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment — Initial 1 (new patients) or Initial 2 (change or recommencement for all patients) —

balance of supply

Clinical criteria:

e Patient must have active, or a documented history of active, ankylosing spondylitis, AND

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patients) restriction to complete 18
weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement for all
patients) restriction to complete 18 weeks treatment, AND

e The treatment must provide no more than the balance of up to 18 weeks treatment available under the above restrictions.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 18 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 18 weeks of treatment should be
forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

GPO Box 9826

HOBART TAS 7001
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Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised biological disease modifying anti-
rheumatic drug (bDMARD) treatment in this treatment cycle, AND

e Patient must have demonstrated an adequate response to treatment with this drug.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.
An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:
(a) an ESR measurement no greater than 25 mm per hour; or
(b) a CRP measurement no greater than 10 mg per L; or
(c) an ESR or CRP measurement reduced by at least 20% from baseline.
Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same
marker must be measured and supplied in all subsequent continuing treatment applications.
The authority application must be made in writing and must include:
(a) a completed authority prescription form; and
(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.
All measurements provided must be no more than 1 month old at the time of application.
A maximum of 24 weeks of treatment with this drug will be authorised under this criterion.
At the time of authority application, the doctor should request the appropriate number of vials, based on the weight of the
patient, to provide for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats will be authorised.
All applications for continuing treatment with this drug must include a measurement of response to the prior course of
therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment course. If the
application is the first application for continuing treatment following an initial treatment course it must be made following a
minimum of 12 weeks of treatment with this drug. If the response assessment is not submitted within these timeframes, the
patient will be deemed to have failed this course of treatment.
Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and
the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.
A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.
Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.
Within the same treatment cycle, a patient cannot trial and fail, or cease to respond to, the same PBS-subsidised bDMARD
more than once.
Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.
A patient who has failed fewer than 3 bDMARDSs 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.
A patient who has failed fewer than 3 bDMARDSs in a treatment cycle and who has a break in therapy of more than 5 years
may commence a new treatment cycle.
There is no limit to the number of treatment cycles a patient may undertake in their lifetime.
(1) How to prescribe PBS-subsidised bDMARD therapy
(a) Initial treatment.
Applications for initial treatment should be made where:
(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or
(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or
(i) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).
A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.
Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.
For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
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Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction

(c) Continuing treatment.

Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.

(2) Swapping therapy.

Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.

A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.

To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.

(3) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.

For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.

(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment — balance of supply

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

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

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

e Patient must be an adult.
Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services
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infliximab 100 mg injection, 1 vial
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= INFLIXIMAB

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or

more)

Clinical criteria:

e Patient must have severe active psoriatic arthritis, AND

e Patient must have received no prior PBS-subsidised treatment with a biological agent for this condition; OR

e Patient must have received no PBS-subsidised treatment with a biological agent for at least 5 years if they have
previously received PBS-subsidised treatment with a biological agent for this condition, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

e Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

o Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

e Patient must not receive more than 22 weeks of treatment under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved

Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,

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

provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at

the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater

than 15 mg per L; and

either

(a) an active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(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).

If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons

why this criterion cannot be satisfied.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement.

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

weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may

be authorised.

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement
for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Authority required
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Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 2 (change or recommencement of treatment)

Clinical criteria:

¢ Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

¢ Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents within
this Treatment Cycle, AND

e Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug during the current
Treatment Cycle, AND

e Patient must not receive more than 22 weeks of treatment under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

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

weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may

be authorised.

Applications for a patient who has previously received PBS-subsidised treatment with this drug within this Treatment Cycle

and who wishes to recommence therapy with this drug within this same Cycle, must be accompanied by evidence of a

response to the patient's most recent course of PBS-subsidised treatment with this drug.

Where the most recent course of PBS-subsidised treatment was approved under either of the initial treatment restrictions

(i.e. for patients with no prior PBS-subsidised biological therapy or, under this restriction, for patients who have received

previous PBS-subsidised biological therapy), the patient must have been assessed for response following a minimum of 12

weeks of therapy. This assessment must have been submitted no later than 4 weeks from the date that course was ceased.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment

criteria, the patient must have been assessed for response, and the assessment submitted no later than 4 weeks from the

date that course was ceased.

Where a response assessment was not submitted within these timeframes, the patient will be deemed to have failed to

respond to treatment.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks

of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
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subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(i) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(i) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
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more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of 5 years or more)

or Initial 2 (change or recommencement of treatment) - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after a break of 5 years or more) restriction to complete 22 weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment) restriction to complete 22 weeks treatment, AND

e The treatment must provide no more than the balance of up to 22 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 22 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 22 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

e Patient must demonstrate, at the time of application, 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 an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).
The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be provided for all subsequent continuing treatment applications.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment
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course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 2 repeats may
be authorised.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(1) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(i) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
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Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(ii) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

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

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone

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

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

infliximab 100 mg injection, 1 vial

6496X Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer

1 . . 604.86 ? Inflectra [HH] # Remicade [JC]
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» OCTREOTIDE

Authority required

Acromegaly

Clinical criteria:

¢ The condition must be active, AND

e Patient must have persistent elevation of mean growth hormone levels of greater than 2.5 micrograms per litre, AND

e The treatment must be after failure of other therapy including dopamine agonists; OR

e The treatment must be as interim treatment while awaiting the effects of radiotherapy and where treatment with
dopamine agonists has failed; OR

e The treatment must be in a patient who is unfit for or unwilling to undergo surgery and where radiotherapy is
contraindicated, AND

e The treatment must cease in a patient treated with radiotherapy if there is biochemical evidence of remission (normal
IGF1) after octreotide has been withdrawn for at least 4 weeks, AND

e The treatment must cease if IGF1 is not lower after 3 months of treatment at a dose of 100 micrograms 3 time daily.
In a patient treated with radiotherapy, octreotide should be withdrawn every 2 years in the 10 years after radiotherapy for
assessment of remission

Authority required

Functional carcinoid tumour

Clinical criteria:

e The condition must be causing intractable symptoms, AND

e Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which
persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND

¢ Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND

e The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of
symptoms after 2 months' therapy.

Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to
determine the minimum effective dose.

Authority required

Vasoactive intestinal peptide secreting tumour (VIPoma)

Clinical criteria:

e The condition must be causing intractable symptoms, AND

¢ Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which
persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND

e Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND

e The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of
symptoms after 2 months' therapy.

Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to

determine the minimum effective dose.

octreotide 100 microgram/mL injection, 5 x 1 mL ampoules

6228T Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
18 11 . *1283.40 ? Hospira Pty Limited [HH]  Octreotide MaxRx [GQ]
# Octreotide (SUN) [RA] ? Sandostatin 0.1 [NV]
octreotide 50 microgram/mL injection, 5 x 1 mL ampoules
6227R Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
18 11 . *650.88 * Hospira Pty Limited [HH] @ Octreotide MaxRx [GQ]
? Octreotide (SUN) [RA] # Sandostatin 0.05 [NV]
octreotide 500 microgram/mL injection, 5 x 1 mL ampoules
6229W Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
18 11 . *6241.50 2 Hospira Pty Limited [HH]  Octreotide MaxRx [GQ]
@ Octreotide (SUN) [RA] ? Sandostatin 0.5 [NV]
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Highly Specialised Drugs Program

(Public Hospital)

=» DEFERASIROX
Note Special Pricing Arrangements apply.

Authority required (STREAMLINED)
6420

Chronic iron overload

Clinical criteria:

e Patient must have a disorder of erythropoiesis.

deferasirox 125 mg dispersible tablet, 28

5654N Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
6 5 *1331.40 Exjade [NV]

deferasirox 250 mg dispersible tablet, 28

5655P Max.Qty Packs No. of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
6 5 *2662.74 Exjade [NV]

deferasirox 500 mg dispersible tablet, 28

5656Q Max.Qty Packs No.ofRpts  Premium $ DPMQ $ Brand Name and Manufacturer
6 5 *5325.54 Exjade [NV]

» DEFERIPRONE
Authority required (STREAMLINED)
6448
Iron overload
Clinical criteria:
e Patient must have thalassaemia major, AND

e Patient must be unable to take desferrioxamine therapy.

Authority required (STREAMLINED)

6403

Iron overload

Clinical criteria:

e Patient must have thalassaemia major, AND

e Patient must be one in whom desferrioxamine therapy has proven ineffective.

deferiprone 100 mg/mL oral liquid, 250 mL

5658T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer
5 5 *1070.10  Ferriprox [TX]

deferiprone 500 mg tablet, 100

5657R Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
6 5 *2568.18  Ferriprox [TX]

= DESFERRIOXAMINE
Authority required (STREAMLINED)

6394
Disorders of erythropoiesis
Clinical criteria:

e The condition must be associated with treatment-related chronic iron overload.
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desferrioxamine mesylate 2 g injection, 1 vial
5661Y Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
60 5 . *1344.60 Hospira Pty Limited [HH]

desferrioxamine mesylate 500 mg injection, 10 vials
5662B Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer
40 5 . *4254.80 Hospira Pty Limited [HH]

= INFLIXIMAB

Authority required

Active ankylosing spondylitis

Treatment Phase: Initial 1 (new patients)

Clinical criteria:

e The condition must be radiographically (plain X-ray) confirmed Grade Il bilateral sacroiliitis or Grade Il unilateral
sacroiliitis, AND

e Patient must not have received any PBS-subsidised treatment with either adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab or secukinumab in this treatment cycle, AND

e Patient must have at least 2 of the following: (i) low back pain and stiffness for 3 or more months that is relieved by
exercise but not by rest; or (ii) limitation of motion of the lumbar spine in the sagittal and the frontal planes as determined
by a score of at least 1 on each of the lumbar flexion and lumbar side flexion measurements of the Bath Ankylosing
Spondylitis Metrology Index (BASMI); or (iii) limitation of chest expansion relative to normal values for age and gender,

AND

e Patient must have failed to achieve an adequate response following treatment with at least 2 non-steroidal anti-
inflammatory drugs (NSAIDs), whilst completing an appropriate exercise program, for a total period of 3 months.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

The application must include details of the NSAIDs trialled, their doses and duration of treatment.

If the NSAID dose is less than the maximum recommended dose in the relevant TGA-approved Product Information, the

application must include the reason a higher dose cannot be used.

If treatment with NSAIDs is contraindicated according to the relevant TGA-approved Product Information, the application

must provide details of the contraindication.

If intolerance to NSAID treatment develops during the relevant period of use which is of a severity to necessitate permanent

treatment withdrawal, the application must provide details of the nature and severity of this intolerance.

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

application:

(a) a Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) of at least 4 on a 0-10 scale; AND

(b) an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level

greater than 10 mg per L.

The BASDAI must be determined at the completion of the 3 month NSAID and exercise trial, but prior to ceasing NSAID

treatment. The BASDAI must be no more than 1 month old at the time of initial application.

Both ESR and CRP measures should be provided with the initial treatment application and both must be no more than 1

month old. If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the

reason this criterion cannot be satisfied.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form which must include the

following:

(i) a copy of the radiological report confirming Grade |l bilateral sacroiliitis or Grade IIl unilateral sacroiliitis; and

(ii) a completed BASDAI Assessment Form; and

(iif) a completed Exercise Program Self Certification Form included in the supporting information form; and

(iv) a signed patient acknowledgment.

The assessment of the patient's response to the initial course of treatment must be made following a minimum of 12 weeks

of treatment and submitted no later than 4 weeks from the cessation of that treatment course. If the response assessment is

not submitted within these timeframes, the patient will be deemed to have failed this course of treatment.

A maximum of 18 weeks of treatment with this drug will be approved under this criterion.

At the time of authority application, the doctor should request the appropriate number of vials, based on the weight of the

patient, to provide for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats will be authorised.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5

years have elapsed between the date the last prescription for a PBS-subsidised biological disease modifying anti-rheumatic

drug (bDMARD) was approved in this cycle and the date of the first application under a new cycle.

Note Details of the toxicities, including severity, which will be accepted for the purposes of administering this restriction can be
found on the Department of Human Services website at www.humanservices.gov.au
Note For details on the appropriate minimum exercise program that will be accepted for the purposes of administering this
restriction, please refer to the Department of Human Services website at www.humanservices.gov.au
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Authority required

Ankylosing spondylitis

Treatment Phase: Initial 2 (change or recommencement for all patients)

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received prior PBS-subsidised biological disease modifying anti-rheumatic drug (bDMARD) treatment
for this condition in this treatment cycle, AND

e Patient must not have failed PBS-subsidised therapy with this drug for this condition in the current treatment cycle, AND

e Patient must be eligible to receive further bDMARD therapy.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Where the most recent course of PBS-subsidised bDMARD treatment was approved under either of the initial treatment

restrictions (i.e. for patients with no prior PBS-subsidised bDMARD therapy or, under this restriction, for patients who have

received previous PBS-subsidised bDMARD therapy) the patient must have been assessed for response to that course

following a minimum of 12 weeks of treatment. These assessments must be provided to the Department of Human Services

no later than 4 weeks from the date the course was ceased. If the response assessment is not submitted within these

timeframes, the patient will be deemed to have failed this course of treatment.

Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment

criteria, patients must have been assessed for response, and the assessment must be submitted to the Department of

Human Services no later than 4 weeks from the date that course was ceased.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

A maximum of 18 weeks of treatment with this drug will be approved under this criterion.

At the time of authority application, the doctor should request the appropriate number of vials, based on the weight of the

patient, to provide for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats will be authorised.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and
the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDSs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(iii) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.

Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.

For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.

(b) Grandfather patients - secukinumab only.

138

Schedule of Pharmaceutical Benefits — October 2016



For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction
(c) Continuing treatment.
Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.
A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.
(3) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.
(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

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

Authority required

Ankylosing spondylitis

Treatment Phase: Initial treatment — Initial 1 (new patients) or Initial 2 (change or recommencement for all patients) —

balance of supply

Clinical criteria:

e Patient must have active, or a documented history of active, ankylosing spondylitis, AND

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patients) restriction to complete 18
weeks treatment; OR

e Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement for all
patients) restriction to complete 18 weeks treatment, AND

e The treatment must provide no more than the balance of up to 18 weeks treatment available under the above restrictions.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

Note Authority approval for sufficient therapy to complete a maximum of 18 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Writtgr)l application for authority approval for sufficient therapy to complete a maximum of 18 weeks of treatment should be
forwarded to:
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Department of Human Services

Prior Written Approval of Complex Drugs
Reply Paid 9826

GPO Box 9826

HOBART TAS 7001

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised biological disease modifying anti-
rheumatic drug (0DMARD) treatment in this treatment cycle, AND

e Patient must have demonstrated an adequate response to treatment with this drug.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist.

An adequate response is defined as an improvement from baseline of at least 2 of the BASDAI and 1 of the following:

(a) an ESR measurement no greater than 25 mm per hour; or

(b) a CRP measurement no greater than 10 mg per L; or

(c) an ESR or CRP measurement reduced by at least 20% from baseline.

Where only 1 acute phase reactant measurement is supplied in the first application for PBS-subsidised treatment, that same

marker must be measured and supplied in all subsequent continuing treatment applications.

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

(a) a completed authority prescription form; and

(b) a completed Ankylosing Spondylitis PBS Authority Application - Supporting Information Form.

All measurements provided must be no more than 1 month old at the time of application.

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

At the time of authority application, the doctor should request the appropriate number of vials, based on the weight of the

patient, to provide for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats will be authorised.

All applications for continuing treatment with this drug must include a measurement of response to the prior course of

therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment course. If the

application is the first application for continuing treatment following an initial treatment course it must be made following a

minimum of 12 weeks of treatment with this drug. If the response assessment is not submitted within these timeframes, the

patient will be deemed to have failed this course of treatment.

Patients who fail 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. Patients may re-trial this drug after a minimum of 5

years have elapsed between the date the last prescription for a PBS-subsidised bDMARD was approved in this cycle and

the date of the first application under a new cycle.

Note TREATMENT OF ADULT PATIENTS WITH ACTIVE ANKYLOSING SPONDYLITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of adalimumab,
certolizumab pegol, etanercept, golimumab, infliximab and secukinumab for adult patients with active ankylosing spondylitis.
Where the term 'bDMARD' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab and secukinumab only.

A patient is eligible for PBS-subsidised treatment with only 1 of the 6 bDMARDs at any 1 time.

Under these interchangeability arrangements, within a single treatment cycle, a patient may continue to receive long-term
treatment with a bDMARD while they continue to show a response to therapy.

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

Once a patient has either failed or ceased to respond 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 bDMARD therapy before they are eligible to
commence the next cycle. The 5-year break is measured from the date of the last approval for PBS-subsidised bDMARD
treatment in the most recent cycle to the date of the first application for initial treatment with a bDMARD under the new
treatment cycle.

A patient who has failed fewer than 3 bDMARDSs 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.

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

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

(1) How to prescribe PBS-subsidised bDMARD therapy

(a) Initial treatment.

Applications for initial treatment should be made where:

(i) a patient has received no prior PBS-subsidised bDMARD treatment in this treatment cycle and wishes to commence such
therapy (Initial 1); or

(i) a patient has received prior PBS-subsidised (initial or continuing) bDMARD therapy and wishes to trial an alternate agent
(Initial 2) [further details are under 'Swapping therapy' below]; or

(i) a patient wishes to re-commence treatment with a specific bDMARD following a break in PBS-subsidised therapy with
that agent (Initial 1 for recommencement after 5 years or more and initial 2 for recommencement after a break of less than 5
years).

A patient must be assessed for response to any course of initial PBS-subsidised treatment following a minimum of 12 weeks
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of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased.
Where a response assessment is not submitted to the Department of Human Services within these timeframes, the patient
will be deemed to have failed to respond to treatment with that bDMARD.
For second and subsequent courses of PBS-subsidised bDMARD treatment, it is recommended that a patient is reviewed in
the month prior to completing their current course of treatment and that an application is posted to the Department of Human
Services no later than 2 weeks prior to the patient completing their current treatment course.
(b) Grandfather patients - secukinumab only.
For patients who commenced treatment with secukinumab for ankylosing spondylitis prior to 1 October 2016, applications
for initial PBS-subsidised treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial
3). These patients access the PBS interchangeability arrangements in the same way as new patients who have not been
treated with any biological agent prior to PBS listing of that agent.
Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction
(c) Continuing treatment.
Following the completion of an initial treatment course with a specific bDMARD, a patient may qualify to receive up to 24
weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment. The
patient remains eligible to receive continuing bDMARD treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
It is recommended that a patient be reviewed in the month prior to completing their current course of treatment to ensure
uninterrupted bDMARD supply.
(2) Swapping therapy.
Once initial treatment with the first PBS-subsidised bDMARD is approved, a patient may swap to an alternate bDMARD
within the same treatment cycle without having to requalify with respect to the indices of disease severity (i.e. the
erythrocyte sedimentation rate (ESR), the C-reactive protein (CRP) levels and the BASDAI), or the prior NSAID therapy and
exercise program requirements.
A patient may trial an alternate bDMARD at any time, regardless of whether they are receiving therapy (initial or continuing)
with a bDMARD at the time of the application. However, they cannot swap to a particular bDMARD if they have failed to
respond to prior treatment with that drug within the same treatment cycle.
To ensure a patient receives the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, an application for a patient who wishes to swap to an alternate bDMARD should be accompanied by the
approved authority prescription or remaining repeats for the bDMARD the patient is ceasing.
(3) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the BASDAI, ESR and/or CRP submitted with the first authority application for a bDMARD.
However, prescribers may provide new baseline measurements any time that an initial treatment authority application is
submitted within a treatment cycle and the Department of Human Services will assess response according to these revised
baseline measurements.
For a new patient, the BASDAI used to determine the baseline must be measured while the patient is receiving NSAID
therapy and completing their exercise program.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response.
(4) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
A patient who wishes to trial a second or subsequent treatment cycle following a break in PBS-subsidised bDMARD therapy
of at least 5 years, must requalify for initial treatment with respect to the indices of disease severity. Patients must have
received treatment with at least 1 NSAID, at an adequate dose, for a minimum of 3 consecutive months immediately prior to
the time the BASDAI, ESR and/or CRP levels are measured.

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

Authority required

Ankylosing spondylitis

Treatment Phase: Continuing treatment — balance of supply

Clinical criteria:

e Patient must have a documented history of active ankylosing spondylitis, AND

¢ Patient must have received insufficient therapy with this drug under the Continuing treatment restriction to complete 24
weeks treatment, AND

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

e Patient must be an adult.
Treatment criteria:

e Must be treated by a rheumatologist.
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Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

infliximab 100 mg injection, 1 vial
5753T Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 . . 574.85 ? Inflectra [HH] & Remicade [JC]

= INFLIXIMAB

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 1 (new patient or patient recommencing treatment after a break of 5 years or

more)

Clinical criteria:

e Patient must have severe active psoriatic arthritis, AND

e Patient must have received no prior PBS-subsidised treatment with a biological agent for this condition; OR

¢ Patient must have received no PBS-subsidised treatment with a biological agent for at least 5 years if they have
previously received PBS-subsidised treatment with a biological agent for this condition, AND

e Patient must have failed to achieve an adequate response to methotrexate at a dose of at least 20 mg weekly for a
minimum period of 3 months, AND

o Patient must have failed to achieve an adequate response to sulfasalazine at a dose of at least 2 g per day for a
minimum period of 3 months; OR

e Patient must have failed to achieve an adequate response to leflunomide at a dose of up to 20 mg daily for a minimum
period of 3 months, AND

o Patient must not receive more than 22 weeks of treatment under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

Where treatment with methotrexate, sulfasalazine or leflunomide is contraindicated according to the relevant TGA-approved

Product Information, details must be provided at the time of application.

Where intolerance to treatment with methotrexate, sulfasalazine or leflunomide developed during the relevant period of use,

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

provided at the time of application.

The following initiation criteria indicate failure to achieve an adequate response and must be demonstrated in all patients at

the time of the initial application:

an elevated erythrocyte sedimentation rate (ESR) greater than 25 mm per hour or a C-reactive protein (CRP) level greater

than 15 mg per L; and

either

(a) an active joint count of at least 20 active (swollen and tender) joints; or

(b) at least 4 active joints from the following list of major joints:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or

(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).

If the above requirement to demonstrate an elevated ESR or CRP cannot be met, the application must state the reasons

why this criterion cannot be satisfied.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form; and

(3) a signed patient acknowledgement.

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

weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may

be authorised.

Note Details of the toxicities, including severity, which will be accepted as a reason for exempting a patient from the requirement
for 3 months treatment with methotrexate and 3 months treatment with sulfasalazine or leflunomide can be found on the
Department of Human Services website (www.humanservices.gov.au)

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.
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Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment — Initial 2 (change or recommencement of treatment)

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received prior PBS-subsidised treatment with a biological agent for this condition in this Treatment
Cycle, AND

e Patient must not have already failed, or ceased to respond to, PBS-subsidised treatment with 3 biological agents within
this Treatment Cycle, AND

e Patient must not have failed, or ceased to respond to, PBS-subsidised treatment with this drug during the current
Treatment Cycle, AND

o Patient must not receive more than 22 weeks of treatment under this restriction.

Population criteria:

e Patient must be an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,
infliximab, secukinumab or ustekinumab.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 3 repeats may
be authorised.

Applications for a patient who has previously received PBS-subsidised treatment with this drug within this Treatment Cycle
and who wishes to recommence therapy with this drug within this same Cycle, must be accompanied by evidence of a
response to the patient's most recent course of PBS-subsidised treatment with this drug.

Where the most recent course of PBS-subsidised treatment was approved under either of the initial treatment restrictions
(i.e. for patients with no prior PBS-subsidised biological therapy or, under this restriction, for patients who have received
previous PBS-subsidised biological therapy), the patient must have been assessed for response following a minimum of 12
weeks of therapy. This assessment must have been submitted no later than 4 weeks from the date that course was ceased.
Where the most recent course of PBS-subsidised treatment with this drug was approved under the continuing treatment
criteria, the patient must have been assessed for response, and the assessment submitted no later than 4 weeks from the
date that course was ceased.

Where a response assessment was not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major 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).

Note The assessment of the patient's response to this initial course of treatment must be made following a minimum of 12 weeks
of treatment and submitted to the Department of Human Services no later than 4 weeks from the cessation of the treatment
course. If the response assessment is not submitted within these timeframes, the patient will be deemed to have failed this
course of treatment.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS
The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
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biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(2) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(iii) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
treatment for all agents. Approval will be based on the criteria included in the relevant restriction.

(2) Continuing treatment.

Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.

Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.

(3) Swapping therapy.

Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.

Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.

Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:

(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or

(ii) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and

(iii) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.

To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.

To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.

(4) Baseline measurements to determine response.

The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
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However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.

To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.

(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.

Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

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

on the Department of Human Services website at www.humanservices.gov.au

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Initial treatment - Initial 1 (new patient or patient recommencing treatment after a break of 5 years or more)

or Initial 2 (change or recommencement of treatment) - balance of supply

Clinical criteria:

e Patient must have received insufficient therapy with this drug under the Initial 1 (new patient or patient recommencing
treatment after a break of 5 years or more) restriction to complete 22 weeks treatment; OR

o Patient must have received insufficient therapy with this drug under the Initial 2 (change or recommencement of
treatment) restriction to complete 22 weeks treatment, AND

e The treatment must provide no more than the balance of up to 22 weeks treatment available under the above restrictions.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 22 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 22 weeks of treatment should be

forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have a documented history of severe active psoriatic arthritis, AND

e Patient must have received this drug as their most recent course of PBS-subsidised treatment with a biological agent for
this condition in the current Treatment Cycle, AND

e Patient must demonstrate, at the time of application, 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 an adult.

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

For the purposes of this restriction 'biological agent' means adalimumab, certolizumab pegol, etanercept, golimumab,

infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

an erythrocyte sedimentation rate (ESR) no greater than 25 mm per hour or a C-reactive protein (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 major active joints, from at least 4, by at least 50%:

(i) elbow, wrist, knee and/or ankle (assessed as swollen and tender); and/or
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(i) shoulder and/or hip (assessed as pain in passive movement and restriction of passive movement, where pain and
limitation of movement are due to active disease and not irreversible damage such as joint destruction or bony overgrowth).
The same indices of disease severity used to establish baseline at the commencement of treatment with each initial
treatment application must be provided for all subsequent continuing treatment applications.

All applications for continuing treatment with this drug must include a measurement of response to the most recent course of
PBS-subsidised therapy. This assessment must be submitted no later than 4 weeks from the cessation of that treatment
course. If the application is the first application for continuing treatment with this drug, it must be accompanied by an
assessment of response to a minimum of 12 weeks of treatment with the initial treatment course.

Where a response assessment is not submitted within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

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

(1) a completed authority prescription form; and

(2) a completed Psoriatic Arthritis PBS Authority Application - Supporting Information Form.

At the time of the authority application, medical practitioners should request the appropriate quantity of vials, based on the
weight of the patient, to provide sufficient for a single infusion at a dose of 5 mg per kg. Up to a maximum of 2 repeats may
be authorised.

Note Patients who fail 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. Patients may re-trial this drug after a minimum of 5
years have elapsed between the date the last prescription for a PBS-subsidised biological agent was approved in this Cycle
and the date of the first application under the new Cycle.

Note TREATMENT OF ADULT PATIENTS WITH SEVERE ACTIVE PSORIATIC ARTHRITIS

The following information applies to the prescribing under the Pharmaceutical Benefits Scheme (PBS) of the biological
agents adalimumab, certolizumab pegol, etanercept, golimumab, infliximab, secukinumab and ustekinumab for adult
patients with severe active psoriatic arthritis.

Patients are eligible for PBS-subsidised treatment with only 1 of the above biological agents at any 1 time.

Where the term 'biological agents' appears in notes and restrictions, it refers to adalimumab, certolizumab pegol, etanercept,
golimumab, infliximab, secukinumab and ustekinumab only.

Patients receiving PBS-subsidised treatment for psoriatic arthritis are able to commence a 'Biological Treatment Cycle'
(Cycle), where they may trial biological agents without having to experience a disease flare when swapping to the alternate
agent. Under these interchangeability arrangements, within a single Cycle, patients may receive long-term treatment with a
biological agent as long as they sustain a response to therapy.

Following demonstration of response to initial treatment, these biological agents are available under the PBS for continuing
treatment as set out in the continuing treatment restriction for each agent.

Once patients have either failed or ceased to sustain a response to treatment 3 times, they are deemed to have completed a
single Cycle and they must have, at a minimum, a 5-year break in PBS-subsidised biological therapy before they are eligible
to commence another Cycle [further details are under '(5) Re-commencement of treatment after a 5-year break in PBS-
subsidised therapy' below].

The duration of the break in therapy will be measured from the date the last approval for PBS-subsidised treatment was
granted in the most recent Cycle to the date of the first application for initial treatment with a biological agent under the new
Cycle.

Within the same Cycle, patients are not allowed to fail, or cease to respond to, the same PBS-subsidised biological agent
more than once. Therefore once a patient fails to meet the response criteria for any biological agent, they must change to an
alternate agent which they have not previously failed, if they wish to continue PBS-subsidised biological treatment.

Patients for whom a break in PBS-subsidised therapy of less than 5 years has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, may commence a further course of
treatment within that Cycle.

Patients for whom a break in PBS-subsidised therapy of 5 years or more has occurred, and, who have failed therapy fewer
than 3 times within a particular treatment Cycle, as defined in the relevant restriction, are eligible to commence a new Cycle.
There is no limit to the number of Biological Treatment Cycles a patient may undertake in their lifetime.

How to prescribe biological agents for the treatment of severe active psoriatic arthritis.

(1) Initial treatment.

Applications for initial treatment should be made where:

(i) patients have received no prior PBS-subsidised biological treatment and wish to commence such therapy (Initial 1); and
(ii) patients have received prior PBS-subsidised biological therapy and wish to trial an alternate agent (Initial 2) [further
details are under 'Swapping therapy' below]; and

(i) patients wish to re-commence treatment with a specific biological agent following a break in PBS-subsidised therapy with
that specific agent (Initial 1 or Initial 2).

All applications for initial treatment for non-grandfather patients will be limited to provide for a maximum of 16 weeks of
therapy for adalimumab, etanercept and golimumab and secukinumab, 18 to 20 weeks of therapy for certolizumab pegol
(depending upon the dosing regimen), 22 weeks of therapy for infliximab, and 28 weeks of therapy for ustekinumab. It is
recommended that patients be reviewed in the month prior to completing their course of initial treatment to ensure
uninterrupted biological agent supply.

Patients must be assessed for response to any course of PBS-subsidised initial treatment following a minimum of 12 weeks
of therapy and this assessment must be submitted to the Department of Human Services no later than 4 weeks from the
date that course was ceased. Where a response assessment is not submitted within these timeframes, patients will be
deemed to have failed to respond to treatment with that biological agent.

Grandfather patients - ustekinumab and secukinumab only.

For patients who commenced treatment with ustekinumab for psoriatic arthritis prior to 1 May 2016 and for patients who
commenced treatment with secukinumab for psoriatic arthritis prior to 1 October 2016, applications for initial PBS-subsidised
treatment as continuing therapy may be made under the relevant initial treatment restriction (Initial 3). These patients access
the PBS interchangeability arrangements in the same way as new patients who have not been treated with any biological
agent prior to PBS listing of that agent.

Applications for initial PBS-subsidised treatment for grandfather patients will provide for a maximum of 24 weeks of
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treatment for all agents. Approval will be based on the criteria included in the relevant restriction.
(2) Continuing treatment.
Following the completion of an initial treatment course with a specific biological agent, patients may qualify to receive up to
24 weeks of continuing treatment with that drug providing they have demonstrated an adequate response to treatment.
Patients are eligible to receive continuing biological treatment with the same drug in courses of up to 24 weeks providing
they continue to sustain the response.
Patients must be assessed for response to a course of continuing therapy, and the assessment must be submitted to the
Department of Human Services no later than 4 weeks from the date that course was ceased. Where a response
assessment is not submitted within these timeframes, patients will be deemed to have failed to respond to treatment with
that biological agent.
(3) Swapping therapy.
Once an authority for initial treatment with the first PBS-subsidised biological agent is approved, patients may swap to an
alternate biological agent without having to re-qualify with respect to either the indices of disease severity (i.e. erythrocyte
sedimentation rate (ESR) or C-reactive protein (CRP) level, and active joint count) or the prior non-biological therapy
requirements.
Patients may swap to an alternate biological agent at any time, regardless of whether they are receiving therapy (initial or
continuing) with a biological agent at the time of the application or not.
Within a Treatment Cycle patients may alternate between therapy with any biological agent of their choice (1 at a time)
providing:
(i) they have not received PBS-subsidised treatment with that particular biological agent previously; or
(ii) they have demonstrated an adequate response to that particular biological agent if they have previously trialled it on the
PBS; and
(i) they have not previously failed to respond to treatment 3 times in this Treatment Cycle.
To ensure patients receive the maximum treatment opportunities allowed under the interchangeability arrangements, it is
important that they are assessed for response to every course of treatment approved, within the timeframes specified in the
relevant restriction.
To avoid confusion, applications for patients who wish to swap to an alternate biological agent should be accompanied by
the approved authority prescription or remaining repeats for the biological agent the patient is ceasing.
(4) Baseline measurements to determine response.
The Department of Human Services will determine whether a response to treatment has been demonstrated based on the
baseline measurements of the indices of disease severity submitted with the first authority application for a biological agent.
However, prescribers may provide new baseline measurements any time that an initial treatment application is submitted
within a treatment Cycle and these revised baseline measurements will be used to assess response.
To ensure consistency in determining response, the same indices of disease severity used to establish baseline at the
commencement of treatment with each initial treatment application must be provided for all subsequent continuing treatment
applications. Therefore, where only an ESR or CRP level is provided at baseline, an ESR or CRP level respectively must be
provided to determine response. Similarly, where the baseline active joint count is based on total active joints (i.e. 20 or
more active joints), response will be determined according to a reduction in the total number of active joints.
(5) Re-commencement of treatment after a 5-year break in PBS-subsidised therapy.
Patients who wish to trial a second or subsequent treatment Cycle following a break in PBS-subsidised biological therapy of
at least 5 years, must requalify for initial treatment with respect to both the indices of disease severity. Patients must have
received treatment with methotrexate and sulfasalazine or leflunomide, at an adequate dose, for a minimum of 3 months at
the time the ESR or CRP levels and the active joint counts are measured.

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

Authority required

Severe psoriatic arthritis

Treatment Phase: Continuing treatment - balance of supply

Clinical criteria:

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

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

Treatment criteria:

e Must be treated by a rheumatologist; OR

e Must be treated by a clinical immunologist with expertise in the management of psoriatic arthritis.

Note Authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment may be requested by telephone
by contacting the Department of Human Services on 1800 700 270 (hours of operation 8 a.m. to 5 p.m. EST Monday to
Friday).

Written application for authority approval for sufficient therapy to complete a maximum of 24 weeks of treatment should be
forwarded to:

Department of Human Services

Complex Drugs

Reply Paid 9826

HOBART TAS 7001
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infliximab 100 mg injection, 1 vial
5756Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
1 . . 574.85 ? Inflectra [HH] # Remicade [JC]

» OCTREOTIDE

Authority required (STREAMLINED)

6389

Acromegaly

Clinical criteria:

¢ The condition must be active, AND

e Patient must have persistent elevation of mean growth hormone levels of greater than 2.5 micrograms per litre, AND

e The treatment must be after failure of other therapy including dopamine agonists; OR

e The treatment must be as interim treatment while awaiting the effects of radiotherapy and where treatment with
dopamine agonists has failed; OR

e The treatment must be in a patient who is unfit for or unwilling to undergo surgery and where radiotherapy is
contraindicated, AND

e The treatment must cease in a patient treated with radiotherapy if there is biochemical evidence of remission (normal
IGF1) after octreotide has been withdrawn for at least 4 weeks, AND

e The treatment must cease if IGF1 is not lower after 3 months of treatment at a dose of 100 micrograms 3 time daily.
In a patient treated with radiotherapy, octreotide should be withdrawn every 2 years in the 10 years after radiotherapy for
assessment of remission

Authority required (STREAMLINED)

6390

Functional carcinoid tumour

Clinical criteria:

e The condition must be causing intractable symptoms, AND

e Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which
persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND

e Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND

e The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of
symptoms after 2 months' therapy.

Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to
determine the minimum effective dose.

Authority required (STREAMLINED)

6369

Vasoactive intestinal peptide secreting tumour (VIPoma)
Clinical criteria:

e The condition must be causing intractable symptoms, AND

e Patient must have experienced on average over 1 week, 3 or more episodes per day of diarrhoea and/or flushing, which
persisted despite the use of anti-histamines, anti-serotonin agents and anti-diarrhoea agents, AND

e Patient must be one in whom surgery or antineoplastic therapy has failed or is inappropriate, AND

e The treatment must cease if there is failure to produce a clinically significant reduction in the frequency and severity of
symptoms after 2 months' therapy.

Dosage and tolerance to the drug should be assessed regularly and the dosage should be titrated slowly downwards to

determine the minimum effective dose.

octreotide 100 microgram/mL injection, 5 x 1 mL ampoules

O509L Max.Qty Packs No. of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
18 11 . *1236.42 ? Hospira Pty Limited [HH] # Octreotide MaxRx [GQ]
? Octreotide (SUN) [RA] # Sandostatin 0.1 [NV]
octreotide 50 microgram/mL injection, 5 x 1 mL ampoules
O508K Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
18 11 . *619.02 * Hospira Pty Limited [HH] @ Octreotide MaxRx [GQ]
? Octreotide (SUN) [RA] @ Sandostatin 0.05 [NV]
octreotide 500 microgram/mL injection, 5 x 1 mL ampoules
9510M Max.Qty Packs No.of Rpts  Premium $ DPMQ $ Brand Name and Manufacturer Brand Name and Manufacturer
18 11 . *6194.52 ? Hospira Pty Limited [HH]  Octreotide MaxRx [GQ]
@ Octreotide (SUN) [RA] ? Sandostatin 0.5 [NV]
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Highly Specialised Drugs Program
(Community Access)

» DARUNAVIR + COBICISTAT
Authority required (STREAMLINED)
6413
Human immunodeficiency virus (HIV) infection
Treatment Phase: Initial treatment
Clinical criteria:
e Patient must be antiretroviral treatment naive, AND
e The treatment must be in combination with other antiretroviral agents, AND
e The treatment must not be in combination with ritonavir.

Note The cobicistat component of the darunavir + cobicistat combination product provides the necessary pharmacokinetic
enhancement of darunavir to achieve therapeutic levels of darunavir.

Authority required (STREAMLINED)

6428

Human immunodeficiency virus (HIV) infection

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received PBS-subsidised therapy for HIV infection, AND
e The treatment must be in combination with other antiretroviral agents, AND

¢ The treatment must not be in combination with ritonavir.

Note The cobicistat component of the darunavir + cobicistat combination product provides the necessary pharmacokinetic
enhancement of darunavir to achieve therapeutic levels of darunavir.

Authority required (STREAMLINED)

6377

Human immunodeficiency virus (HIV) infection

Clinical criteria:

e The treatment must be in addition to optimised background therapy, AND

e The treatment must be in combination with other antiretroviral agents, AND

¢ The treatment must not be in combination with ritonavir, AND

e Patient must have experienced virological failure or clinical failure or genotypic resistance after at least one antiretroviral
regimen.

Virolc?gical failure is defined as a viral load greater than 400 copies per mL on two consecutive occasions, while clinical

failure is linked to emerging signs and symptoms of progressing HIV infection or treatment-limiting toxicity.

Note The cobicistat component of the darunavir + cobicistat combination product provides the necessary pharmacokinetic
enhancement of darunavir to achieve therapeutic levels of darunavir.

darunavir 800 mg + cobicistat 150 mg tablet, 30
10903W Max.Qty Packs No. of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
2 5 . *1341.26 38.30 Prezcobix [JC]
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Growth Hormone Program

» SOMATROPIN

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Short stature and slow growth

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must have a current height below the 1st percentile for age and sex, AND

o Patient must be male, have a chronological age of at least 12 years and a growth velocity below the 25th percentile for
bone age and sex measured over a 6 month interval; OR

e Patient must be male, have a bone age of at least 10 years and a growth velocity below the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must be female, have a chronological age of at least 10 years and a growth velocity below the 25th percentile for
bone age and sex measured over a 6 month interval; OR

¢ Patient must be female, have a bone age of at least 8 years and a growth velocity below the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must have a growth velocity below the 25th percentile for bone age and sex measured over both 12 and 6 month
intervals, AND

¢ Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

e Patient must not have a bone age of 2.5 years or less, AND

o Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more, AND

¢ Patient must be male and must not have a height greater than or equal to 167.7 cm; OR

e Patient must be female and must not have a height greater than or equal to 155.0 cm, AND

¢ Patient must be male and must not have maturational or constitutional delay in combination with an estimated mature
height equal to or above 160.1 cm; OR

¢ Patient must be female and must not have maturational or constitutional delay in combination with an estimated mature
height equal to or above 148.0 cm.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND

3. (@) A minimum of 12 months of recent growth data (height and weight) at intervals no greater than six months. The most

recent data must not be older than three months; OR
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(b) A minimum of 6 months of recent growth data (height and weight) for older children (males chronological age 12 and

over or bone age 10 and over, females chronological age 10 and over or bone age 8 and over). The most recent data must

not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. Confirmation of the patient's maturational or constitutional delay status; AND

6. If the patient has maturational or constitutional delay, confirmation that the patient has an estimated mature height below

the 1st adult height percentile; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Short stature associated with biochemical growth hormone deficiency

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must have a current height below the 1st percentile for age and sex, AND

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

e Patient must be male, have a chronological age of at least 12 years and a growth velocity below the 25th percentile for
bone age and sex measured over a 6 month interval; OR

e Patient must be male, have a bone age of at least 10 years and a growth velocity below the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must be female, have a chronological age of at least 10 years and a growth velocity below the 25th percentile for
bone age and sex measured over a 6 month interval; OR

o Patient must be female, have a bone age of at least 8 years and a growth velocity below the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must have a growth velocity below the 25th percentile for bone age and sex measured over both 12 and 6 month
intervals; OR

e Patient must have a bone age of 2.5 years or less and an annual growth velocity of 8 cm per year or less, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND

3. (&) A minimum of 12 months of recent growth data (height and weight) at intervals no greater than six months. The most

recent data must not be older than three months; OR
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(b) A minimum of 6 months of recent growth data (height and weight) for older children (males chronological age 12 and
over or bone age 10 and over, females chronological age 10 and over or bone age 8 and over). The most recent data must
not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone
concentrations; AND

6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 16 weeks worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

Biochemical growth hormone deficiency should not be secondary to an intracranial lesion or cranial irradiation for
applications under this category.

Authority required

Growth retardation secondary to an intracranial lesion, or cranial irradiation

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have had an intracranial lesion and have undergone a 12 month period of observation following completion
of treatment for the intracranial lesion (all treatment); OR

e Patient must have had an intracranial lesion, have received medical advice that it is unsafe to treat the intracranial lesion,
and have undergone a 12 month period of observation since initial diagnosis of the intracranial lesion; OR

¢ Patient must have received cranial irradiation without having had an intracranial lesion, and have undergone a 12 month
period of observation following completion of treatment for the condition for which cranial irradiation was received, AND

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

e Patient must be male, have a chronological age of at least 12 years and a growth velocity below the 25th percentile for
bone age and sex measured over a 6 month interval; OR

e Patient must be male, have a bone age of at least 10 years and a growth velocity below the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must be female, have a chronological age of at least 10 years and a growth velocity below the 25th percentile for
bone age and sex measured over a 6 month interval; OR

o Patient must be female, have a bone age of at least 8 years and a growth velocity below the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must have a growth velocity below the 25th percentile for bone age and sex measured over both 12 and 6 month
intervals; OR

e Patient must have a bone age of 2.5 years or less and an annual growth velocity of 8 cm per year or less, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:
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1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND

3. (&) A minimum of 12 months of recent growth data (height and weight) at intervals no greater than six months. The most

recent data must not be older than three months; OR

(b) A minimum of 6 months of recent growth data (height and weight) for older children (males chronological age 12 and

over or bone age 10 and over, females chronological age 10 and over or bone age 8 and over). The most recent data must

not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations; AND

6. (a) Confirmation that the patient has had an intracranial lesion and has undergone a 12 month period of observation

following completion of treatment for the intracranial lesion (all treatment); OR

(b) Confirmation that the patient has had an intracranial lesion, has received medical advice that it is unsafe to treat the

intracranial lesion, and has undergone a 12 month period of observation since initial diagnosis of the intracranial lesion; OR

(c) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion, and has

undergone a 12 month period of observation following completion of treatment for the condition for which cranial irradiation

was received; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have a chronological age of less than 2 years, AND

e Patient must have a documented clinical risk of hypoglycaemia, AND

e Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone
deficiency, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND

3. Recent growth data (height and weight, not older than three months); AND

4. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND

5. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth

hormone deficiency; AND

6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Biochemical growth hormone deficiency and precocious puberty

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must be male and have commenced puberty (demonstrated by Tanner stage 2 genital or pubic hair development
or testicular volumes greater than or equal to 4 mL) before the chronological age of 9 years; OR

e Patient must be female and have commenced puberty (demonstrated by Tanner stage 2 breast or pubic hair
development) before the chronological age of 8 years; OR

e Patient must be female and menarche occurred before the chronological age of 10 years, AND

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR
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e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

¢ Patient must be undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression, AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND

3. (@) A minimum of 12 months of recent growth data (height and weight) at intervals no greater than six months. The most

recent data must not be older than three months; OR

(b) A minimum of 6 months of recent growth data (height and weight) for older children (males chronological age 12 and

over or bone age 10 and over, females chronological age 10 and over or bone age 8 and over). The most recent data must

not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations; AND

6. Confirmation that the patient has precocious puberty; AND

7. Confirmation that the patient is undergoing Gonadotropin Releasing Hormone agonist therapy, for pubertal suppression;

AND

8. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have a structural lesion that is not neoplastic; OR

e Patient must have had a structural lesion that was neoplastic and have undergone a 12 month period of observation
following completion of treatment for the structural lesion (all treatment); OR

e Patient must have a structural lesion that is neoplastic, have received medical advice that it is unsafe to treat the
structural lesion, and have undergone a 12 month period of observation since initial diagnosis of the structural lesion,

AND

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR
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e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

¢ Patient must have other hypothalamic/pituitary hormone deficits (includes ACTH, TSH, GnRH and/or vasopressin/ADH
deficiencies), AND

e Patient must have hypothalamic obesity, AND

e Patient must be male, have a chronological age of at least 12 years and a growth velocity above the 25th percentile for
bone age and sex measured over a 6 month interval; OR

e Patient must be male, have a bone age of at least 10 years and a growth velocity above the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must be female, have a chronological age of at least 10 years and a growth velocity above the 25th percentile for
bone age and sex measured over a 6 month interval; OR

o Patient must be female, have a bone age of at least 8 years and a growth velocity above the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must have a growth velocity above the 25th percentile for bone age and sex measured over both 12 and 6 month
intervals; OR

e Patient must have a bone age of 2.5 years or less and an annual growth velocity of greater than 8 cm per year, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

o Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND

3. (a) A minimum of 12 months of recent growth data (height and weight) at intervals no greater than six months. The most

recent data must not be older than three months; OR

(b) A minimum of 6 months of recent growth data (height and weight) for older children (males chronological age 12 and

over or bone age 10 and over, females chronological age 10 and over or bone age 8 and over). The most recent data must

not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations; AND

6. (a) Confirmation that the patient has a structural lesion that is not neoplastic; OR

(b) Confirmation that the patient had a structural lesion that was neoplastic and has undergone a 12 month period of

observation following completion of treatment for the structural lesion (all treatment); OR

(c) Confirmation that the patient has a structural lesion that is neoplastic, has received medical advice that it is unsafe to

treat the structural lesion, and has undergone a 12 month period of observation since initial diagnosis of the structural lesion;

AND

7. Confirmation that the patient has other hypothalamic/pituitary hormone deficits; AND

8. Confirmation that the patient has hypothalamic obesity; AND

9. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Testing for biochemical growth hormone deficiency must have been performed at a time when all other pituitary hormone

deficits were being adequately replaced.

Growth Hormone Program 155



Authority required

Short stature associated with Turner syndrome

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have a current height at or below the 95" percentile for age on the Turner syndrome growth curve for girls,

AND

e Patient must have diagnostic results consistent with Turner syndrome (the condition must be genetically proven), defined
as a loss of a whole X chromosome in all cells (45X), and gender of rearing is female; OR

e Patient must have diagnostic results consistent with Turner syndrome (the condition must be genetically proven), defined
as a loss of a whole X chromosome in some cells (mosaic 46XX/45X), and gender of rearing is female; OR

e Patient must have diagnostic results consistent with Turner syndrome (the condition must be genetically proven), defined
as genetic loss or rearrangement of an X chromosome (such as isochromosome X, ring-chromosome, or partial deletion
of an X chromosome), and gender of rearing is female, AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

e Patient must not have a bone age of 2.5 years or less, AND

e Patient must not have a height greater than or equal to 155.0cm, AND

o Patient must not have a bone age of 13.5 years or greater.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND

3. (&) A minimum of 12 months of recent growth data (height and weight) at intervals no greater than six months. The most

recent data must not be older than three months; OR

(b) A minimum of 6 months of recent growth data (height and weight) for older children (females chronological age 10 and

over or bone age 8 and over). The most recent data must not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. Confirmation that the patient has diagnostic results consistent with Turner syndrome; AND

6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Short stature due to short stature homeobox (SHOX) gene disorders

Treatment Phase: Initial treatment

Clinical criteria:

¢ Patient must have a current height below the 1st percentile for age and sex, AND

e Patient must have diagnostic results consistent with a SHOX mutation/deletion, defined as a karyotype confirming the
presence of a SHOX mutation/deletion without the presence of mixed gonadal dysgenesis; OR

e Patient must have diagnostic results consistent with a SHOX mutation/deletion, defined as mixed gonadal dysgenesis
(45X mosaic karyotype with the presence of any Y chromosome material and/or SRY gene positive by FISH study) and
have an appropriate plan of management in place for the patient's increased risk of gonadoblastoma, AND

e Patient must be male, have a chronological age of at least 12 years and a growth velocity below the 25th percentile for
bone age and sex measured over a 6 month interval; OR

e Patient must be male, have a bone age of at least 10 years and a growth velocity below the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must be female, have a chronological age of at least 10 years and a growth velocity below the 25th percentile for
bone age and sex measured over a 6 month interval; OR

e Patient must be female, have a bone age of at least 8 years and a growth velocity below the 25th percentile for bone age
and sex measured over a 6 month interval; OR

e Patient must have a growth velocity below the 25th percentile for bone age and sex measured over both 12 and 6 month
intervals; OR

e Patient must have a bone age of 2.5 years or less and an annual growth velocity of 8 cm per year or less, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND

¢ Patient must not have an active tumour or evidence of tumour growth or activity, AND
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e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR

e Patient must be female and must not have a height greater than or equal to 155.0cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND

3. (&) A minimum of 12 months of recent growth data (height and weight) at intervals no greater than six months. The most

recent data must not be older than three months; OR

(b) A minimum of 6 months of recent growth data (height and weight) for older children (males chronological age 12 and

over or bone age 10 and over, females chronological age 10 and over or bone age 8 and over). The most recent data must

not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. Confirmation that the patient has diagnostic results consistent with a short stature homeobox (SHOX) gene disorder; AND

6. If the patient's condition is secondary to mixed gonadal dysgenesis, confirmation that an appropriate plan of management

for the patient's increased risk of gonadoblastoma is in place; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Short stature associated with chronic renal insufficiency

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have a current height at or below the 25th percentile for age and sex, AND

« Patient must have an estimated glomerular filtration rate less than 30mL/minute/1.73m? measured by creatinine
clearance, excretion of radionuclides such as DTPA, or by the height/creatinine formula, and not have undergone a renal
transplant; OR

 Patient must have an estimated glomerular filtration rate less than 30mL/minute/1.73m? measured by creatinine
clearance, excretion of radionuclides such as DTPA, or by the height/creatinine formula, have undergone a renal
transplant, and have undergone a 12 month period of observation following the transplant, AND

¢ Patient must be male, have a chronological age of at least 12 years and a growth velocity equal to or less than the 25th
percentile for bone age and sex measured over a 6 month interval; OR

¢ Patient must be male, have a bone age of at least 10 years and a growth velocity equal to or less than the 25th percentile
for bone age and sex measured over a 6 month interval; OR

e Patient must be female, have a chronological age of at least 10 years and a growth velocity equal to or less than the 25th
percentile for bone age and sex measured over a 6 month interval; OR

e Patient must be female, have a bone age of at least 8 years and a growth velocity equal to or less than the 25th
percentile for bone age and sex measured over a 6 month interval; OR

e Patient must have a growth velocity equal to or less than the 25th percentile for bone age and sex measured over both
12 and 6 month intervals; OR

e Patient must have a bone age of 2.5 years or less and an annual growth velocity of 8 cm per year or less, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR

o Patient must be female and must not have a height greater than or equal to 155.0cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).
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The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND

3. (&) A minimum of 12 months of recent growth data (height and weight) at intervals no greater than six months. The most

recent data must not be older than three months; OR

(b) A minimum of 6 months of recent growth data (height and weight) for older children (males chronological age 12 and

over or bone age 10 and over, females chronological age 10 and over or bone age 8 and over). The most recent data must

not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. Confirmation that the patient has an estimated glomerular filtration rate less than 30mL/minute/1.73m? ; AND

6. If a renal transplant has taken place, confirmation that the patient has undergone a 12 month period of observation

following transplantation; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Short stature and poor body composition due to Prader-Willi syndrome

Treatment Phase: Initial treatment

Clinical criteria:

e Patient must have diagnostic results consistent with Prader-Willi syndrome (the condition must be genetically proven);
OR

¢ Patient must have a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist, AND

e Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with
no sleep disorders identified; OR

e Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with
sleep disorders identified which are not of sufficient severity to require treatment; OR

e Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with
sleep disorders identified for which the patient is currently receiving ameliorative treatment, AND

e Patient must not have uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body weight for
height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current height,

AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

¢ Patient must not have previously received treatment under the PBS S100 Growth Hormone Program, AND

e Patient must not have a chronological age of 18 years or greater.

Treatment criteria:

e Must be treated by a specialist or consultant physician in paediatric endocrinology; OR

e Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist
or consultant physician in paediatric endocrinology.

The maximum duration of the initial treatment phase is 32 weeks. Prescribers must determine an appropriate weekly dose in

accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:
1. A completed authority prescription form; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 6 months of recent growth data (height, weight and waist circumference). The most recent data must not be
older than three months; AND
4. The date that skeletal maturity was achieved (if applicable); AND
5. (a) Confirmation that the patient has diagnostic results consistent with Prader-Willi syndrome; OR
(b) Confirmation that the patient has a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist
6. Confirmation that the patient has been evaluated via polysomnography for airway obstruction and apnoea within the last
12 months and any sleep disorders identified via polysomnography that required treatment have been addressed; AND
7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 16 weeks' worth of treatment (with 1 repeat allowed)
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.
somatropin 400 microgram injection, syringe [7] (&) inert substance diluent, syringe [7 x 0.25 mL syringes], 1
pack

10902T Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
1 1 . 128.10 38.30 Genotropin MiniQuick [PF]
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Authority required

Short stature and slow growth
Treatment Phase: Continuing treatment
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
and slow growth category, AND

« Patient must not have been on the maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies); OR

e Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies); OR

e Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the
maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies); OR

« Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 7.5mg/m?*week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies); OR

e Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
e Patient must be female and must not have a bone age of 13.5 years or more, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR
¢ Patient must be female and must not have a height greater than or equal to 155.0cm.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special
Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'
worth of treatment (with up to 1 repeat allowed).
The authority application must be in writing and must include:
1. A completed authority prescription form; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND
3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND
4. A bone age result performed within the last 12 months; AND
5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

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

Authority required

Short stature associated with biochemical growth hormone deficiency

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
associated with biochemical growth hormone deficiency category, AND

 Patient must not have been on the maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies); OR

¢ Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies); OR

e Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the
maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies); OR
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« Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 7.5mg/m?*week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies); OR

e Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND

3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Growth retardation secondary to an intracranial lesion, or cranial irradiation

Treatment Phase: Continuing treatment

Clinical criteria:

¢ Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the growth
retardation secondary to an intracranial lesion, or cranial irradiation category, AND

« Patient must not have been on the maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies); OR

e Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies); OR

e Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the
maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies); OR

« Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 7.5mg/m?*week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies); OR

¢ Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special
Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'
worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND
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2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND
3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND
4. A bone age result performed within the last 12 months; AND
5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

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

Authority required

Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the risk of
hypoglycaemia secondary to growth hormone deficiency in neonates/infants category, AND

« Patient must not have been on the maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies); OR

e Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies); OR

e Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the
maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies); OR

« Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 7.5mg/m?*week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies); OR

e Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have a chronological age of 5 years or greater.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special
Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'
worth of treatment (with up to 1 repeat allowed).
The authority application must be in writing and must include:
1. A completed authority prescription form; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND
3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND
4. A bone age result performed within the last 12 months; AND
5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.
When a patient receiving treatment under the indication risk of hypoglycaemia secondary to growth hormone deficiency in
neonates/infants reaches or surpasses 5 years of age (chronological), prescribers should seek reclassification to the
indication 'short stature due to biochemical growth hormone deficiency'.

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

Note

Authority required

Biochemical growth hormone deficiency and precocious puberty
Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the biochemical
growth hormone deficiency and precocious puberty category, AND

 Patient must not have been on the maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies); OR

¢ Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies); OR

e Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the
maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies); OR

« Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 7.5mg/m?*week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies); OR

e Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special
Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'
worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND

3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the
hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth category, AND

« Patient must not have been on the maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies); OR

e Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies); OR

e Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the
maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies); OR
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« Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 7.5mg/m?*week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies); OR

e Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of
7.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
e Patient must be female and must not have a bone age of 13.5 years or more.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special
Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'
worth of treatment (with up to 1 repeat allowed).
The authority application must be in writing and must include:
1. A completed authority prescription form; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND
3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND
4. A bone age result performed within the last 12 months; AND
5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

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

Authority required

Short stature associated with Turner syndrome
Treatment Phase: Continuing treatment
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
associated with Turner syndrome category, AND

 Patient must not have been on the maximum dose of 9.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies); OR

e Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of
9.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies); OR

e Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the
maximum dose of 9.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies); OR

« Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 9.5mg/m?*week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies); OR

e Patient must have achieved an annualised growth velocity for bone age at or above the mean growth velocity for
untreated Turner Syndrome girls (using the Turner Syndrome - Ranke growth velocity chart) while on the maximum dose
of 9.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have a bone age of 13.5 years or greater, AND

e Patient must not have a height greater than or equal to 155.0 cm.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:
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1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND

3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Short stature due to short stature homeobox (SHOX) gene disorders

Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
due to short stature homeobox (SHOX) gene disorders category, AND

« Patient must not have been on the maximum dose of 9.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies); OR

e Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of
9.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies); OR

e Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the
maximum dose of 9.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies); OR

« Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 9.5mg/m?*week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies); OR

e Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of
9.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a height greater than or equal to 167.7 cm; OR

e Patient must be female and must not have a height greater than or equal to 155.0 cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND

3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services
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Prior Written Approval of Complex Drugs
Reply Paid 9826
HOBART TAS 7001

Authority required

Short stature associated with chronic renal insufficiency
Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
associated with chronic renal insufficiency category, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

« Patient must not have been on the maximum dose of 9.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies); OR

e Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of
9.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies); OR

e Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the
maximum dose of 9.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies); OR

« Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 9.5mg/m?*week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies); OR

¢ Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of
9.5mg/m?/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), AND

e Patient must not have diabetes mellitus, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have undergone a renal transplant within the 12 month period immediately prior to the date of
application, AND

 Patient must not have an eGFR equal to or greater than 30mL/min/1.73m? AND

e Patient must be male and must not have a height greater than or equal to 167.7 cm; OR
e Patient must be female and must not have a height greater than or equal to 155.0 cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special
Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'
worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND

3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If a patient receiving treatment under the indication short stature due to chronic renal insufficiency undergoes a renal
transplant and 12 months post-transplant has an eGFR of equal to or greater than 30mL/min/1.73m? prescribers should
seek reclassification to the indication short stature and slow growth.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Short stature and poor body composition due to Prader-Willi syndrome
Treatment Phase: Continuing treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
and poor body composition due to Prader-Willi syndrome category, AND
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e Patient must have been re-evaluated via polysomnography for airway obstruction and apnoea during the initial 32 week
treatment period and any sleep disorders identified that required treatment must have been addressed, AND

 Patient must not have been on the maximum dose of 7.5mg/m?/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies), and have a bone age below skeletal maturity (15.5 for males and 13.5 for females); OR

¢ Patient must have maintained or improved height percentile for age and sex while on the maximum dose of
7.5mg/m2/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), and have a bone age below skeletal maturity
(15.5 for males and 13.5 for females); OR

e Patient must have maintained or improved body mass index SDS for age and sex while on the maximum dose of
7.5mg/m2/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), and have a bone age below skeletal maturity
(15.5 for males and 13.5 for females); OR

e Patient must have maintained or improved waist circumference while on the maximum dose of 7.5mg/m2/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), and have a bone age below skeletal maturity (15.5 for males and 13.5
for females); OR

¢ Patient must have maintained or improved waist/height ratio (waist circumference in centimetres divided by height in
centimetres) while on the maximum dose of 7.5mg/m2/week or greater for the most recent treatment period (32 weeks
for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies),
and have a bone age below skeletal maturity (15.5 for males and 13.5 for females); OR

¢ Patient must have achieved an increase in height percentile with reference to the untreated Prader-Willi syndrome
standards for age and sex while on the maximum dose of 7.5mg/m2/week or greater for the most recent treatment period
(32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies), and have a bone age below skeletal maturity (15.5 for males and 13.5 for females); OR

e Patient must not have been on the maximum dose of 0.04mg/kg/week or greater for the most recent treatment period (32
weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, whichever
applies), and have a bone age at or above skeletal maturity (15.5 for males and 13.5 for females); OR

e Patient must have maintained or improved body mass index while on the maximum dose of 0.04mg/kg/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), and have a bone age at or above skeletal maturity (15.5 for males and
13.5 for females); OR

e Patient must have maintained or improved body mass index SDS for age and sex while on the maximum dose of
0.04mg/kg/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment
period and 26 weeks for a continuing treatment period, whichever applies), and have a bone age at or above skeletal
maturity (15.5 for males and 13.5 for females); OR

e Patient must have maintained or improved waist circumference while on the maximum dose of 0.04mg/kg/week or
greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks
for a continuing treatment period, whichever applies), and have a bone age at or above skeletal maturity (15.5 for males
and 13.5 for females); OR

e Patient must have maintained or improved waist/height ratio (waist circumference in centimetres divided by height in
centimetres) while on the maximum dose of 0.04mg/kg/week for the most recent treatment period (32 weeks for an initial
or recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies), and have a
bone age at or above skeletal maturity (15.5 for males and 13.5 for females); OR

e Patient must have maintained or improved weight SDS for age and sex while on the maximum dose of 0.04mg/kg/week
or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26
weeks for a continuing treatment period, whichever applies), and have a bone age at or above skeletal maturity (15.5 for
males and 13.5 for females), AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have developed uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body
weight for height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current
height.

Population criteria:

e Patient must not have a chronological age of equal to or greater than 18 years.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND

3. Growth data (height, weight and waist circumference) for the most recent 6 month treatment period, including data at both

the start and end of the treatment period. The most recent data must not be older than three months; AND

4. The date at which skeletal maturity was achieved (if applicable) [Note: A bone age reading should be performed at least

once every 12 months prior to attainment of skeletal maturity.]; AND

5. Confirmation that during the initial 32 week treatment period, the patient was re-evaluated via polysomnography for

airway obstruction and apnoea, and any sleep disorders that were identified have been addressed; AND
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6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Maintenance is defined as a value within a 5% tolerance (this allows for seasonal and other measurement variations).
Note Any queries concerning the arrangements to prescribe may be directed to the Department of Human Services on 1800 700

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

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

on the Department of Human Services website at www.humanservices.gov.au

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Short stature and slow growth

Treatment Phase: Continuing treatment as a reclassified patient
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature and slow growth, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have previously received treatment under the indication short stature associated with chronic renal
insufficiency, have undergone a renal transplant and a 12 month period of observation following the transplant, and have
an estimated glomerular filtration rate of greater than or equal to 30mL/minute/1.73m? measured by creatinine clearance,
excretion of radionuclides such as DTPA, or by the height/creatinine formula; OR

e Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment, a growth
velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment, a growth
velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment, and a height below the
1st percentile for age and sex immediately prior to commencing growth hormone treatment, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR

e Patient must be female and must not have a height greater than or equal to 155.0cm.
Treatment criteria:
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e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a

reclassified patient; AND

3. (&) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth

hormone treatment, at intervals no greater than six months;

OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological

age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6

months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment; AND

4. A bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment;

AND

5. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months; AND

6. A bone age result performed within the last 12 months; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Continuing treatment as a reclassified patient
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature associated with biochemical growth hormone deficiency, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

¢ The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have previously received treatment under the indication risk of hypoglycaemia secondary to growth
hormone deficiency in neonates/infants and have reached or surpassed 5 years of age (chronological); OR

e Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment, a
growth velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1% percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment, a growth
velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
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commencement of growth hormone treatment, and a height below the 1% percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

¢ Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment, a growth
velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1% percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must must have had a growth velocity below the 25" percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment, and a height below the 1%
percentile for age and sex immediately prior to commencing growth hormone treatment; OR

e Patient must have had a bone age of 2.5 years or less immediately prior to commencement of growth hormone treatment,
an annual growth velocity of 8cm per year or less in the twelve month period immediately prior to commencement of
growth hormone treatment, and a height below the 1% percentile for age and sex immediately prior to commencing
growth hormone treatment, AND

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
e Patient must be female and must not have a bone age of 13.5 years or more.
Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a

reclassified patient; AND

3. (@) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth

hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months

immediately prior to commencement of growth hormone treatment; OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological

age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6

months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a

bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; OR

(c) Confirmation that the patient has previously received treatment under the indication risk of hypoglycaemia secondary

to growth hormone deficiency in neonates/infants and has reached or surpassed 5 years of age (chronological); AND

4. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations; AND

5. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months; AND

6. A bone age result performed within the last 12 months; AND
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7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

Biochemical growth hormone deficiency should not be secondary to an intracranial lesion or cranial irradiation for
applications under this category.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Continuing treatment as a reclassified patient

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than growth retardation secondary to an intracranial lesion, or cranial irradiation, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have had an intracranial lesion and have undergone a 12 month period of observation following completion
of treatment for the intracranial lesion (all treatment); OR

e Patient must have had an intracranial lesion, have received medical advice that it is unsafe to treat the intracranial lesion,
and have undergone a 12 month period of observation since initial diagnosis of the intracranial lesion; OR

e Patient must have received cranial irradiation without having had an intracranial lesion, and have undergone a 12 month
period of observation following completion of treatment for the condition for which cranial irradiation was received, AND

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

e Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment and
a growth velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR
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e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment and a growth
velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR

e Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment
and a growth velocity below the 25™ percentile for bone age and sex measured over the 6 month interval immediately
prior to commencement of growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment and a growth
velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR

 Patient must have had a growth velocity below the 25" percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment; OR

e Patient must have had a bone age of 2.5 years or less at commencement of growth hormone treatment and an annual
growth velocity of 8cm per year or less in the 12 month period immediately prior to commencement of growth hormone
treatment, AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
e Patient must be female and must not have a bone age of 13.5 years or more.
Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR
e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special
Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'
worth of treatment (with up to 1 repeat allowed).
The authority application must be in writing and must include:
1. A completed authority prescription form; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a
reclassified patient; AND
3. (@) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth
hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months
immediately prior to commencement of growth hormone treatment; OR
(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological
age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6
months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a
bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; AND
4. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone
concentrations; AND
5. (a) Confirmation that the patient has had an intracranial lesion and has undergone a 12 month period of observation
following completion of treatment for the intracranial lesion (all treatment); OR
(b) Confirmation that the patient has had an intracranial lesion, has received medical advice that it is unsafe to treat the
intracranial lesion, and has undergone a 12 month period of observation since initial diagnosis of the intracranial lesion; OR
(c) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion, and has
undergone a 12 month period of observation following completion of treatment for the condition for which cranial irradiation
was received; AND
6. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND
7. A bone age result performed within the last 12 months; AND
8. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

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

Authority required

Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
Treatment Phase: Continuing treatment as a reclassified patient

Clinical criteria:

Growth Hormone Program 171



e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have a chronological age of less than 2 years, AND

e Patient must have a documented clinical risk of hypoglycaemia, AND

e Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone
deficiency, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a

reclassified patient; AND

3. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND

4. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth

hormone deficiency; AND

5. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months; AND

6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Biochemical growth hormone deficiency and precocious puberty

Treatment Phase: Continuing treatment as a reclassified patient

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than biochemical growth hormone deficiency and precocious puberty, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR
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e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

¢ Patient must be male and have commenced puberty (demonstrated by Tanner stage 2 genital or pubic hair development
or testicular volumes greater than or equal to 4 mL) before the chronological age of 9 years; OR

¢ Patient must be female and have commenced puberty (demonstrated by Tanner stage 2 breast or pubic hair
development) before the chronological age of 8 years; OR

¢ Patient must be female and menarche occurred before the chronological age of 10 years, AND

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

e Patient must be undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general

aediatrics.

Thg maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a

reclassified patient; AND

3. Confirmation that the patient has precocious puberty; AND

4. Confirmation that the patient is undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression;

AND

5. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations; AND

6. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months; AND

7. A bone age result performed within the last 12 months; AND

8. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
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Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth
Treatment Phase: Continuing treatment as a reclassified patient

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have a structural lesion that is not neoplastic; OR

e Patient must have had a structural lesion that was neoplastic and have undergone a 12 month period of observation
following completion of treatment for the structural lesion (all treatment); OR

e Patient must have a structural lesion that is neoplastic, have received medical advice that it is unsafe to treat the
structural lesion, and have undergone a 12 month period of observation since initial diagnosis of the structural lesion,

AND

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

o Patient must have other hypothalamic/pituitary hormone deficits (includes ACTH, TSH, GnRH and/or vasopressin/ADH
deficiencies), AND

e Patient must have hypothalamic obesity, AND

e Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment and
a growth velocity above the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment and a growth
velocity above the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR
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e Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment
and a growth velocity above the 25th percentile for bone age and sex measured over the 6 month interval immediately
prior to commencement of growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment and a growth
velocity above the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR

¢ Patient must have had a growth velocity above the 25th percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment; OR

e Patient must have had a bone age of 2.5 years or less at commencement of growth hormone treatment and an annual
growth velocity of 8 cm per year or greater in the twelve month period immediately prior to commencement of growth
hormone treatment, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a

reclassified patient; AND

3. (&) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth

hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months

immediately prior to commencement of growth hormone treatment; OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological

age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6

months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a

bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; AND

4. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations; AND

5. (a) Confirmation that the patient has a structural lesion that is not neoplastic; OR

(b) Confirmation that the patient had a structural lesion that was neoplastic and has undergone a 12 month period of

observation following completion of treatment for the structural lesion (all treatment); OR

(c) Confirmation that the patient has a structural lesion that is neoplastic, has received medical advice that it is unsafe to

treat the structural lesion, and has undergone a 12 month period of observation since initial diagnosis of the structural lesion;

AND

6. Confirmation that the patient has other hypothalamic/pituitary hormone deficits; AND

7. Confirmation that the patient has hypothalamic obesity; AND

8. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months; AND

9. A bone age result performed within the last 12 months; AND

10. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

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

on the Department of Human Services website at www.humanservices.gov.au

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Short stature associated with Turner syndrome

Treatment Phase: Continuing treatment as a reclassified patient
Clinical criteria:

Growth Hormone Program 175



e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature associated with Turner syndrome, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

¢ Patient must have had a height at or below the 95th percentile for age on the Turner syndrome growth curve for girls
immediately prior to commencing growth hormone treatment, AND

e Patient must have diagnostic results consistent with Turner syndrome (the condition must be genetically proven), defined
as a loss of a whole X chromosome in all cells (45X), and gender of rearing is female; OR

e Patient must have diagnostic results consistent with Turner syndrome (the condition must be genetically proven), defined
as a loss of a whole X chromosome in some cells (mosaic 46XX/45X), and gender of rearing is female; OR

e Patient must have diagnostic results consistent with Turner syndrome (the condition must be genetically proven), defined
as genetic loss or rearrangement of an X chromosome (such as isochromosome X, ring-chromosome, or partial deletion
of an X chromosome), and gender of rearing is female, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have a bone age of 2.5 years or less, AND

e Patient must not have a bone age of 13.5 years or greater, AND

e Patient must not have a height greater than or equal to 155.0 cm.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a

reclassified patient; AND

3. A height measurement from immediately prior to commencement of growth hormone treatment; AND

4. Confirmation that the patient has diagnostic results consistent with Turner syndrome; AND

5. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months; AND

6. A bone age result performed within the last 12 months; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required
Short stature due to short stature homeobox (SHOX) gene disorders
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Treatment Phase: Continuing treatment as a reclassified patient
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature due to short stature homeobox (SHOX) gene disorders, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have diagnostic results consistent with a SHOX mutation/deletion, defined as a karyotype confirming the
presence of a SHOX mutation/deletion without the presence of mixed gonadal dysgenesis; OR

¢ Patient must have diagnostic results consistent with a SHOX mutation/deletion, defined as mixed gonadal dysgenesis
(45X mosaic karyotype with the presence of any Y chromosome material and/or SRY gene positive by FISH study) and
have an appropriate plan of management in place for the patient's increased risk of gonadoblastoma, AND

e Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment, a growth
velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

¢ Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment, a growth
velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment, and a height below the
1st percentile for age and sex immediately prior to commencing growth hormone treatment; OR

e Patient must have had a bone age of 2.5 years or less immediately prior to commencement of growth hormone treatment,
an annual growth velocity of 8 cm per year or less in the twelve month period immediately prior to commencement of
growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to commencing
growth hormone treatment, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND
e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR
e Patient must be female and must not have a height greater than or equal to 155.0cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a

reclassified patient; AND
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3. (&) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth
hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months
immediately prior to commencement of growth hormone treatment; OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological
age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6
months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a
bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; AND

4. Confirmation that the patient has diagnostic results consistent with a short stature homeobox (SHOX) gene disorder; AND
5. If the patient's condition is secondary to mixed gonadal dysgenesis, confirmation that an appropriate plan of management
for the patient's increased risk of gonadoblastoma is in place; AND

6. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND

7. A bone age result performed within the last 12 months; AND

8. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

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

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Short stature associated with chronic renal insufficiency
Treatment Phase: Continuing treatment as a reclassified patient
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature associated with chronic renal insufficiency, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

¢ Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment, a
growth velocity equal to or less than the 25" percentile for bone age and sex measured over the 6 month interval
immediately prior to commencement of growth hormone treatment, and a height equal to or less than the 25" percentile
for age and sex immediately prior to commencing growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment, a growth
velocity equal to or less than the 25" percentile for bone age and sex measured over the 6 month interval immediately
prior to commencement of growth hormone treatment, and a height equal to or less than the 25" percentile for age and
sex immediately prior to commencing growth hormone treatment; OR

e Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment, a
growth velocity equal to or less than the 25" percentile for bone age and sex measured over the 6 month interval
immediately prior to commencement of growth hormone treatment, and a height equal to or less than the 25" percentile
for age and sex immediately prior to commencing growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment, a growth
velocity equal to or less than the 25" percentile for bone age and sex measured over the 6 month interval immediately
prior to commencement of growth hormone treatment, and a height equal to or less than the 25" percentile for age and
sex immediately prior to commencing growth hormone treatment; OR

e Patient must have had a growth velocity equal to or less than the 25" percentile for bone age and sex measured over
both the 12 month and 6 month interval immediately prior to commencement of growth hormone treatment, and a height
equal to or less than the 25" percentile for age and sex immediately prior to commencing growth hormone treatment; OR
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e Patient must have had a bone age of 2.5 years or less immediately prior to commencement of growth hormone treatment,
an annual growth velocity of 8cm per year or less in the twelve month period immediately prior to commencement of
growth hormone treatment, and a height equal to or less than the 25" percentile for age and sex immediately prior to
commencing growth hormone treatment, AND

« Patient must have an estimated glomerular filtration rate less than 30mL/minute/1.73m? measured by creatinine
clearance, excretion of radionuclides such as DTPA, or by the height/creatinine formula, and not have undergone a renal
transplant; OR

 Patient must have an estimated glomerular filtration rate less than 30mL/minute/1.73m? measured by creatinine
clearance, excretion of radionuclides such as DTPA, or by the height/creatinine formula, have undergone a renal
transplant, and have undergone a 12 month period of observation following the transplant, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR
¢ Patient must be female and must not have a height greater than or equal to 155.0cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
e Patient must be female and must not have a bone age of 13.5 years or more.
Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly

dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special

Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'

worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a

reclassified patient; AND

3. (@) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth

hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months

immediately prior to commencement of growth hormone treatment; OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological

age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6

months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a

bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; AND

4. Confirmation that the patient has an estimated glomerular filtration rate less than 30ml/minute/1.73m? ; AND

5. If arenal transplant has taken place, confirmation that the patient has undergone a 12 month period of observation

following transplantation; AND

6. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of

the treatment period. The most recent data must not be older than three months; AND

7. A bone age result performed within the last 12 months; AND

The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If a patient receiving treatment under the indication short stature due to chronic renal insufficiency undergoes a renal
transplant and 12 months post-transplant has an eGFR of equal to or greater than 30mL/min/1.73m? prescribers should
seek reclassification to the indication short stature and slow growth.

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

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

Applications for authority to prescribe should be forwarded to:

Department of Human Services

Prior Written Approval of Complex Drugs

Reply Paid 9826

HOBART TAS 7001

Authority required

Short stature and poor body composition due to Prader-Willi syndrome
Treatment Phase: Continuing treatment as a reclassified patient
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature and poor body composition due to Prader-Willi syndrome, AND
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The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

Patient must have a current bone age below skeletal maturity (15.5 for males and 13.5 for females); OR

Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
treatment period, whichever applies); OR

Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
treatment period, whichever applies), unless response was affected by a significant medical illness; OR

Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant); OR

Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
treatment period, whichever applies) , unless response was affected by an adverse reaction to growth hormone; OR
Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
treatment period, whichever applies), unless response was affected by non-compliance due to social/family problems,

AND

Patient must have diagnostic results consistent with Prader-Willi syndrome (the condition must be genetically proven);
OR

Patient must have a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist, AND

Patient must have been evaluated via polysomnography for airway obstruction and apnoea whilst on growth hormone
treatment and any sleep disorders identified that required treatment must have been addressed, AND

Patient must not have uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body weight for
height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current height,

AND

Patient must not have diabetes mellitus, AND

Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

Patient must not have an active tumour or evidence of tumour growth or activity, AND
Patient must not have a chronological age of 18 years or greater.

Treatment criteria:

Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special
Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 13 weeks'
worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:
1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a
reclassified patient; AND

3. (a) Confirmation that the patient has diagnostic results consistent with Prader-Willi syndrome, OR
(b) Confirmation that the patient has a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist; AND
4. Confirmation that the patient has been evaluated via polysomnography for airway obstruction and apnoea whilst on

growth hormone treatment, and any sleep disorders identified via the polysomnography that required treatment have been
addressed; AND
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5. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of
the treatment period. The most recent data must not be older than three months; AND
6. The date that skeletal maturity was achieved (if applicable); AND
7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

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

somatropin 400 microgram injection, syringe [7] (&) inert substance diluent, syringe [7 x 0.25 mL syringes], 1
pack

10891F Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
1 1 . 128.10 38.30 Genotropin MiniQuick [PF]

» SOMATROPIN

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

Authority required

Short stature and slow growth

Treatment Phase: Recommencement of treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
and slow growth category, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

¢ The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

 The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR

¢ Patient must be female and must not have a height greater than or equal to 155.0cm.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR
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e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height and weight, not older than three months); AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously

receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Short stature associated with biochemical growth hormone deficiency

Treatment Phase: Recommencement of treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
associated with biochemical growth hormone deficiency category, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height and weight); AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.
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Note If recommencement of treatment is sought under a different indication than that under which the patient was previously
receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Recommencement of treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the growth
retardation secondary to an intracranial lesion, or cranial irradiation category, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

¢ Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height and weight, not older than three months); AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously
receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants

Treatment Phase: Recommencement of treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the risk of
hypoglycaemia secondary to growth hormone deficiency in neonates/infants category, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
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continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have a chronological age of 5 years or greater.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height and weight, not older than three months); AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously

receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Biochemical growth hormone deficiency and precocious puberty

Treatment Phase: Recommencement of treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the biochemical
growth hormone deficiency and precocious puberty category, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must be undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND
e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.
Treatment criteria:
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e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height and weight, not older than three months); AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously
receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth

Treatment Phase: Recommencement of treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the
hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth category, AND

e Patient must have had a lapse in growth hormone treatment, AND

o The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general

aediatrics.

Thg maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height and weight, not older than three months); AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
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Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously
receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Short stature associated with Turner syndrome
Treatment Phase: Recommencement of treatment
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
associated with Turner syndrome category, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

¢ The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

¢ Patient must not have an active tumour or evidence of tumour growth or activity, AND

¢ Patient must be female and must not have a bone age of 13.5 years or more, AND

e Patient must be female and must not have a height greater than or equal to 155.0cm.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height and weight, not older than three months); AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously
receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Short stature due to short stature homeobox (SHOX) gene disorders

Treatment Phase: Recommencement of treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
due to short stature homeobox (SHOX) gene disorders category, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater

for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR
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e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have diagnostic results consistent with a SHOX mutation/deletion, defined as a karyotype confirming the
presence of a SHOX mutation/deletion without the presence of mixed gonadal dysgenesis; OR

e Patient must have diagnostic results consistent with a SHOX mutation/deletion, defined as mixed gonadal dysgenesis
(45X mosaic karyotype with the presence of any Y chromosome material and/or SRY gene positive by FISH study) and
have an appropriate plan of management in place for the patient's increased risk of gonadoblastoma, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR

¢ Patient must be female and must not have a height greater than or equal to 155.0cm.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height and weight, not older than three months); AND

4. A bone age result performed within the last 12 months; AND

5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.
Note If recommencement of treatment is sought under a different indication than that under which the patient was previously
receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Short stature associated with chronic renal insufficiency

Treatment Phase: Recommencement of treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
associated with chronic renal insufficiency category, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
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continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have undergone a renal transplant within the 12 month period immediately prior to the date of
application, AND

« Patient must not have an eGFR equal to or greater than 30mL/min/1.73m? AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR

e Patient must be female and must not have a height greater than or equal to 155.0cm.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height and weight, not older than three months); AND

4. A bone age result performed within the last 12 months; AND

5. Confirmation that the patient has an estimated glomerular filtration rate less than 30mL/minute/1.73m? ; AND

6. If a renal transplant has taken place, confirmation that the patient has undergone a 12 month period of observation

following transplantation; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

If a patient receiving treatment under the indication 'short stature associated with chronic renal insufficiency' undergoes a

renal transplant and 12 months post-transplant has an eGFR of equal to or greater than 30mL/min/1.73m? prescribers

should seek reclassification to the indication short stature and slow growth.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously

receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Short stature and poor body composition due to Prader-Willi syndrome
Treatment Phase: Recommencement of treatment

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature
and poor body composition due to Prader Willi syndrome category, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND
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e Patient must have a current bone age below skeletal maturity (15.5 for males and 13.5 for females); OR

e Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for the initial treatment period or 26 weeks for subsequent treatment periods,
whichever applies); OR

e Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for the initial treatment period or 26 weeks for subsequent treatment periods,
whichever applies), unless response was affected by a significant medical illness; OR

e Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for the initial treatment period or 26 weeks for subsequent treatment periods,
whichever applies), unless response was affected by major surgery (e.g. renal transplant); OR

e Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for the initial treatment period or 26 weeks for subsequent treatment periods,
whichever applies), unless response was affected by an adverse reaction to growth hormone; OR

e Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for the initial treatment period or 26 weeks for subsequent treatment periods,
whichever applies), unless response was affected by non-compliance due to social/family problems, AND

e Patient must have been re-evaluated via polysomnography for airway obstruction and apnoea during the initial 32 week
treatment period and any sleep disorders identified that required treatment must have been addressed, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have developed uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body
weight for height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current
height.

Population criteria:

e Patient must not have a chronological age of equal to or greater than 18 years.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND

3. Recent growth data (height, weight, and waist circumference, not older than three months); AND

4. The date at which skeletal maturity was achieved (if applicable) [Note: A bone age reading should be performed at least

once every 12 months prior to attainment of skeletal maturity.]; AND

5. Confirmation that during the initial 32 week treatment period, the patient was re-evaluated via polysomnography for

airway obstruction and apnoea, and any sleep disorders that were identified have been addressed; AND

6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If recommencement of treatment is sought under a different indication than that under which the patient was previously
receiving treatment an application for recommencement of treatment as a reclassified patient should be submitted.

Authority required

Short stature and slow growth

Treatment Phase: Recommencement of treatment as a reclassified patient

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature and slow growth, AND

e Patient must have had a lapse in growth hormone treatment, AND

¢ The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR
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e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

« The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have previously received treatment under the indication short stature associated with chronic renal
insufficiency, have undergone a renal transplant and a 12 month period of observation following the transplant, and have
an estimated glomerular filtration rate of greater than or equal to 30mL/minute/1.73m? measured by creatinine clearance,
excretion of radionuclides such as DTPA, or by the height/creatinine formula; OR

e Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment, a growth
velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment, a growth
velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

¢ Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment, and a height below the
1st percentile for age and sex immediately prior to commencing growth hormone treatment, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND
e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a height greater than or equal to 167.7 cm; OR
e Patient must be female and must not have a height greater than or equal to 155.0 cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a

reclassified patient; AND

3. (&) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth

hormone treatment, at intervals no greater than six months; OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological

age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6

months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment; AND

4. A bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment;

AND

5. Recent growth data (height and weight, not older than three months); AND

6. A bone age result performed within the last 12 months; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.
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Authority required

Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Recommencement of treatment as a reclassified patient
Clinical criteria:

Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature associated with biochemical growth hormone deficiency, AND

Patient must have had a lapse in growth hormone treatment, AND

The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?*week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

Patient must have previously received treatment under the indication risk of hypoglycaemia secondary to growth
hormone deficiency in neonates/infants and have reached or surpassed 5 years of age (chronological); OR

Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment, a
growth velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1% percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment, a growth
velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1% percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment, a growth
velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1% percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

Patient must must have had a growth velocity below the 25" percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment, and a height below the 1
percentile for age and sex immediately prior to commencing growth hormone treatment; OR

Patient must have had a bone age of 2.5 years or less immediately prior to commencement of growth hormone treatment,
an annual growth velocity of 8cm per year or less in the twelve month period immediately prior to commencement of
growth hormone treatment, and a height below the 1% percentile for age and sex immediately prior to commencing
growth hormone treatment, AND

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

Patient must not have diabetes mellitus, AND
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e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
e Patient must be female and must not have a bone age of 13.5 years or more.
Treatment criteria:

¢ Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a

reclassified patient; AND

3. (@) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth

hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months

immediately prior to commencement of growth hormone treatment; OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological

age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6

months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a

bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; OR

(c) Confirmation that the patient has previously received treatment under the indication risk of hypoglycaemia secondary

to growth hormone deficiency in neonates/infants and has reached or surpassed 5 years of age (chronological); AND

4. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations; AND

5. Recent growth data (height and weight, not older than three months); AND

6. A bone age result performed within the last 12 months; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Biochemical growth hormone deficiency should not be secondary to an intracranial lesion or cranial irradiation for

applications under this category.

Authority required

Growth retardation secondary to an intracranial lesion, or cranial irradiation

Treatment Phase: Recommencement of treatment as a reclassified patient

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than growth retardation secondary to an intracranial lesion, or cranial irradiation, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have had an intracranial lesion and have undergone a 12 month period of observation following completion
of treatment for the intracranial lesion (all treatment); OR

e Patient must have had an intracranial lesion, have received medical advice that it is unsafe to treat the intracranial lesion,
and have undergone a 12 month period of observation since initial diagnosis of the intracranial lesion; OR

e Patient must have received cranial irradiation without having had an intracranial lesion, and have undergone a 12 month
period of observation following completion of treatment for the condition for which cranial irradiation was received, AND
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e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

e Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment and
a growth velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment and a growth
velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR

e Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment
and a growth velocity below the 25™ percentile for bone age and sex measured over the 6 month interval immediately
prior to commencement of growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment and a growth
velocity below the 25" percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR

 Patient must have had a growth velocity below the 25" percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment; OR

e Patient must have had a bone age of 2.5 years or less at commencement of growth hormone treatment and an annual
growth velocity of 8cm per year or less in the 12 month period immediately prior to commencement of growth hormone
treatment, AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
o Patient must be female and must not have a bone age of 13.5 years or more.
Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a

reclassified patient; AND

3. (&) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth

hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months

immediately prior to commencement of growth hormone treatment; OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological

age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6

months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a

bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; AND

4. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations; AND

5. (a) Confirmation that the patient has had an intracranial lesion and has undergone a 12 month period of observation

following completion of treatment for the intracranial lesion (all treatment); OR

(b) Confirmation that the patient has had an intracranial lesion, has received medical advice that it is unsafe to treat the

intracranial lesion, and has undergone a 12 month period of observation since initial diagnosis of the intracranial lesion; OR
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(c) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion, and has

undergone a 12 month period of observation following completion of treatment for the condition for which cranial irradiation

was received; AND

6. Recent growth data (height and weight, not older than three months); AND

7. A bone age result performed within the last 12 months; AND

8. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants

Treatment Phase: Recommencement of treatment as a reclassified patient

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have a chronological age of less than 2 years, AND

e Patient must have a documented clinical risk of hypoglycaemia, AND

e Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone
deficiency, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a

reclassified patient; AND

3. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND

4. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth

hormone deficiency; AND

5. Recent growth data (height and weight, not older than three months); AND

6. A bone age result performed within the last 12 months; AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Biochemical growth hormone deficiency and precocious puberty

Treatment Phase: Recommencement of treatment as a reclassified patient
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Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than biochemical growth hormone deficiency and precocious puberty, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must be male and have commenced puberty (demonstrated by Tanner stage 2 genital or pubic hair development
or testicular volumes greater than or equal to 4 mL) before the chronological age of 9 years; OR

e Patient must be female and have commenced puberty (demonstrated by Tanner stage 2 breast or pubic hair
development) before the chronological age of 8 years; OR

¢ Patient must be female and menarche occurred before the chronological age of 10 years, AND

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

e Patient must be undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression, AND

o Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

e Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a

reclassified patient; AND

3. Confirmation that the patient has precocious puberty; AND

4. Confirmation that the patient is undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression;
AND
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5. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone
concentrations; AND

6. Recent growth data (height and weight, not older than three months); AND

7. A bone age result performed within the last 12 months; AND

8. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth

Treatment Phase: Recommencement of treatment as a reclassified patient

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 2 pharmacological growth hormone stimulation tests (e.g. arginine, clonidine, glucagon,
insulin); OR

o Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 pharmacological growth hormone stimulation test (e.g. arginine, clonidine, glucagon,
insulin) and 1 physiological growth hormone stimulation test (e.g. sleep, exercise); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) with other evidence of growth hormone deficiency, including septo-optic
dysplasia (absent corpus callosum and/or septum pellucidum), midline abnormality including optic nerve hypoplasia, cleft
lip and palate, midfacial hypoplasia and central incisor, ectopic and/or absent posterior pituitary bright spot, absent empty
sella syndrome , hypoplastic anterior pituitary gland and/or pituitary stalk/infundibulum, and genetically proven
biochemical growth hormone deficiency either isolated or as part of hypopituitarism in association with pituitary deficits
(ACTH, TSH, GnRH or vasopressin/ADH deficiency); OR

e Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGF-1 levels; OR

¢ Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration
less than 10mU/L in response to 1 growth hormone stimulation test (pharmacological or physiological e.g. arginine,
clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 levels, AND

e Patient must have a structural lesion that is not neoplastic; OR

e Patient must have had a structural lesion that was neoplastic and have undergone a 12 month period of observation
following completion of treatment for the structural lesion (all treatment); OR

e Patient must have a structural lesion that is neoplastic, have received medical advice that it is unsafe to treat the
structural lesion, and have undergone a 12 month period of observation since initial diagnosis of the structural lesion,

AND

e Patient must have other hypothalamic/pituitary hormone deficits (includes ACTH, TSH, GnRH and/or vasopressin/ADH
deficiencies), AND

e Patient must have hypothalamic obesity, AND

e Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment and
a growth velocity above the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment and a growth
velocity above the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR
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e Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment
and a growth velocity above the 25th percentile for bone age and sex measured over the 6 month interval immediately
prior to commencement of growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment and a growth
velocity above the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment; OR

¢ Patient must have had a growth velocity above the 25th percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment; OR

e Patient must have had a bone age of 2.5 years or less at commencement of growth hormone treatment and an annual
growth velocity of 8 cm per year or greater in the twelve month period immediately prior to commencement of growth
hormone treatment, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR

o Patient must be female and must not have a bone age of 13.5 years or more.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a

reclassified patient; AND

3. (&) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth

hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months

immediately prior to commencement of growth hormone treatment; OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological

age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6

months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a

bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; AND

4. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone

concentrations; AND

5. (a) Confirmation that the patient has a structural lesion that is not neoplastic; OR

(b) Confirmation that the patient had a structural lesion that was neoplastic and has undergone a 12 month period of

observation following completion of treatment for the structural lesion (all treatment); OR

(c) Confirmation that the patient has a structural lesion that is neoplastic, has received medical advice that it is unsafe to

treat the structural lesion, and has undergone a 12 month period of observation since initial diagnosis of the structural lesion;

AND

6. Confirmation that the patient has other hypothalamic/pituitary hormone deficits; AND

7. Confirmation that the patient has hypothalamic obesity; AND

8. Recent growth data (height and weight, not older than three months); AND

9. A bone age result performed within the last 12 months; AND

10. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Short stature associated with Turner syndrome

Treatment Phase: Recommencement of treatment as a reclassified patient

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature associated with Turner syndrome, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
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continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

¢ Patient must have had a height at or below the 95th percentile for age on the Turner syndrome growth curve for girls
immediately prior to commencing growth hormone treatment, AND

e Patient must have diagnostic results consistent with Turner syndrome (the condition must be genetically proven), defined
as a loss of a whole X chromosome in all cells (45X), and gender of rearing is female; OR

¢ Patient must have diagnostic results consistent with Turner syndrome (the condition must be genetically proven), defined
as a loss of a whole X chromosome in some cells (mosaic 46XX/45X), and gender of rearing is female; OR

e Patient must have diagnostic results consistent with Turner syndrome (the condition must be genetically proven), defined
as genetic loss or rearrangement of an X chromosome (such as isochromosome X, ring-chromosome, or partial deletion
of an X chromosome), and gender of rearing is female, AND

¢ Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must not have a bone age of 2.5 years or less, AND

e Patient must not have a height greater than or equal to 155.0 cm, AND

e Patient must not have a bone age of 13.5 years or greater.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a

reclassified patient; AND

3. A height measurement from immediately prior to commencement of growth hormone treatment; AND

4. Confirmation that the patient has diagnostic results consistent with Turner syndrome; AND

5. Recent growth data (height and weight, not older than three months); AND

6. A bone age result performed within the last 12 months; AND

The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

Authority required

Short stature due to short stature homeobox (SHOX) gene disorders

Treatment Phase: Recommencement of treatment as a reclassified patient

Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature due to short stature homeobox (SHOX) gene disorders, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR
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e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have diagnostic results consistent with a SHOX mutation/deletion, defined as a karyotype confirming the
presence of a SHOX mutation/deletion without the presence of mixed gonadal dysgenesis; OR

e Patient must have diagnostic results consistent with a SHOX mutation/deletion, defined as mixed gonadal dysgenesis
(45X mosaic karyotype with the presence of any Y chromosome material and/or SRY gene positive by FISH study) and
have an appropriate plan of management in place for the patient's increased risk of gonadoblastoma, AND

¢ Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment, a growth
velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment, a
growth velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment, a growth
velocity below the 25th percentile for bone age and sex measured over the 6 month interval immediately prior to
commencement of growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to
commencing growth hormone treatment; OR

e Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over both the 12
month and 6 month interval immediately prior to commencement of growth hormone treatment, and a height below the
1st percentile for age and sex immediately prior to commencing growth hormone treatment; OR

¢ Patient must have had a bone age of 2.5 years or less immediately prior to commencement of growth hormone treatment,
an annual growth velocity of 8 cm per year or less in the twelve month period immediately prior to commencement of
growth hormone treatment, and a height below the 1st percentile for age and sex immediately prior to commencing
growth hormone treatment, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND
e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR
¢ Patient must be female and must not have a height greater than or equal to 155.0cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
e Patient must be female and must not have a bone age of 13.5 years or more.
Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a

reclassified patient; AND

3. (@) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth

hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months

immediately prior to commencement of growth hormone treatment; OR

(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological

age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6

months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a

bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; AND

4. Confirmation that the patient has diagnostic results consistent with a short stature homeobox (SHOX) gene disorder; AND

5. If the patient's condition is secondary to mixed gonadal dysgenesis, confirmation that an appropriate plan of management

for the patient's increased risk of gonadoblastoma is in place; AND

6. Recent growth data (height and weight, not older than three months); AND

7. A bone age result performed within the last 12 months; AND

8. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.
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Authority required

Short stature associated with chronic renal insufficiency

Treatment Phase: Recommencement of treatment as a reclassified patient
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature associated with chronic renal insufficiency, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must be male, had a chronological age of at least 12 years at commencement of growth hormone treatment, a
growth velocity equal to or less than the 25" percentile for bone age and sex measured over the 6 month interval
immediately prior to commencement of growth hormone treatment, and a height equal to or less than the 25" percentile
for age and sex immediately prior to commencing growth hormone treatment; OR

e Patient must be male, had a bone age of at least 10 years at commencement of growth hormone treatment, a growth
velocity equal to or less than the 25" percentile for bone age and sex measured over the 6 month interval immediately
prior to commencement of growth hormone treatment, and a height equal to or less than the 25" percentile for age and
sex immediately prior to commencing growth hormone treatment; OR

¢ Patient must be female, had a chronological age of at least 10 years at commencement of growth hormone treatment, a
growth velocity equal to or less than the 25" percentile for bone age and sex measured over the 6 month interval
immediately prior to commencement of growth hormone treatment, and a height equal to or less than the 25" percentile
for age and sex immediately prior to commencing growth hormone treatment; OR

e Patient must be female, had a bone age of at least 8 years at commencement of growth hormone treatment, a growth
velocity equal to or less than the 25" percentile for bone age and sex measured over the 6 month interval immediately
prior to commencement of growth hormone treatment, and a height equal to or less than the 25" percentile for age and
sex immediately prior to commencing growth hormone treatment; OR

« Patient must have had a growth velocity equal to or less than the 25" percentile for bone age and sex measured over
both the 12 month and 6 month interval immediately prior to commencement of growth hormone treatment, and a height
equal to or less than the 25" percentile for age and sex immediately prior to commencing growth hormone treatment; OR

e Patient must have had a bone age of 2.5 years or less immediately prior to commencement of growth hormone treatment,
an annual growth velocity of 8cm per year or less in the twelve month period immediately prior to commencement of
growth hormone treatment, and a height equal to or less than the 25" percentile for age and sex immediately prior to
commencing growth hormone treatment, AND

« Patient must have an estimated glomerular filtration rate less than 30mL/minute/1.73m? measured by creatinine
clearance, excretion of radionuclides such as DTPA, or by the height/creatinine formula, and not have undergone a renal
transplant; OR

« Patient must have an estimated glomerular filtration rate less than 30mL/minute/1.73m? measured by creatinine
clearance, excretion of radionuclides such as DTPA, or by the height/creatinine formula, have undergone a renal
transplant, and have undergone a 12 month period of observation following the transplant, AND

e Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

e Patient must be male and must not have a height greater than or equal to 167.7cm; OR
e Patient must be female and must not have a height greater than or equal to 155.0cm, AND

e Patient must be male and must not have a bone age of 15.5 years or more; OR
¢ Patient must be female and must not have a bone age of 13.5 years or more.
Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).
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The authority application must be in writing and must include:
1. A completed authority prescription form; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a
reclassified patient; AND
3. (&) A minimum of 12 months of growth data (height and weight) from immediately prior to commencement of growth
hormone treatment, at intervals no greater than six months, and a bone age result performed within the 12 months
immediately prior to commencement of growth hormone treatment; OR
(b) If the patient was an older child (males chronological age 12 and over or bone age 10 and over, females chronological
age 10 and over or bone age 8 and over) at the time of commencement of growth hormone treatment, a minimum of 6
months of growth data (height and weight) from immediately prior to commencement of growth hormone treatment, and a
bone age result performed within the 12 months immediately prior to commencement of growth hormone treatment; AND
4. Confirmation that the patient has an estimated glomerular filtration rate less than 30mL/minute/1.73m? ; AND
5. If a renal transplant has taken place, confirmation that the patient has undergone a 12 month period of observation
following transplantation; AND
6. Recent growth data (height and weight, not older than three months); AND
7. A bone age result performed within the last 12 months; AND
8. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These
records must be kept for 2 years after the date the prescription to which the records relate is written.

Note If a patient receiving treatment under the indication short stature due to chronic renal insufficiency undergoes a renal
transplant and 12 months post-transplant has an eGFR of equal to or greater than 30mL/min/1.73m? prescribers should
seek reclassification to the indication short stature and slow growth.

Authority required

Short stature and poor body composition due to Prader-Willi syndrome
Treatment Phase: Recommencement of treatment as a reclassified patient
Clinical criteria:

e Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other
than short stature and poor body composition due to Prader-Willi syndrome, AND

e Patient must have had a lapse in growth hormone treatment, AND

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies); OR

¢ The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by a significant medical illness; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?/week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);
OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by an adverse reaction to growth
hormone; OR

e The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/m?week or greater
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a
continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family
problems, AND

e Patient must have a current bone age below skeletal maturity (15.5 for males and 13.5 for females); OR

e Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
treatment period, whichever applies); OR

e Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
treatment period, whichever applies), unless response was affected by a significant medical illness; OR

¢ Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant); OR

e Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
treatment period, whichever applies) , unless response was affected by an adverse reaction to growth hormone; OR

e Patient must have a current bone age at or above skeletal maturity (15.5 for males and 13.5 for females) and treatment
must not have lapsed due to failure to respond to growth hormone at a dose of 0.04mg/kg/wk or greater for the most
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing
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treatment period, whichever applies), unless response was affected by non-compliance due to social/family problems,

AND

e Patient must have diagnostic results consistent with Prader-Willi syndrome (the condition must be genetically proven);
OR

e Patient must have a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist, AND

e Patient must have been evaluated via polysomnography for airway obstruction and apnoea whilst on growth hormone
treatment and any sleep disorders identified that required treatment must have been addressed; OR

e Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with
no sleep disorders identified; OR

e Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with
sleep disorders identified which are not of sufficient severity to require treatment; OR

e Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with
sleep disorders identified for which the patient is currently receiving ameliorative treatment, AND

e Patient must not have uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body weight for
height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current height,

AND

¢ Patient must not have diabetes mellitus, AND

e Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down
and Bloom syndromes, AND

e Patient must not have an active tumour or evidence of tumour growth or activity, AND

o Patient must not have a chronological age of 18 years or greater.

Treatment criteria:

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric
endocrinology; OR

e Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general
paediatrics.

The maximum duration of each recommencement treatment phase is 32 weeks. Prescribers must determine an appropriate

weekly dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program)

Special Arrangement 2015 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16

weeks' worth of treatment (with up to 1 repeat allowed).

The authority application must be in writing and must include:

1. A completed authority prescription form; AND

2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a

reclassified patient; AND

3. (a) Confirmation that the patient has diagnostic results consistent with Prader-Willi syndrome, OR

(b) Confirmation that the patient has a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist; AND

4. Confirmation that the patient has been evaluated via polysomnography for airway obstruction and apnoea whilst on

growth hormone treatment, and any sleep disorders identified via the polysomnography that required treatment have been

addressed; AND

5. Recent growth data (height and weight, not older than three months); AND

6. The date that skeletal maturity was achieved (if applicable); AND

7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to

provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).

Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to

demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These

records must be kept for 2 years after the date the prescription to which the records relate is written.

somatropin 400 microgram injection, syringe [7] (&) inert substance diluent, syringe [7 x 0.25 mL syringes], 1

pack

10908D Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

1 1 . 128.10 38.30 Genotropin MiniQuick [PF]
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IVF Treatment Program

* TRIPTORELIN
Authority required (STREAMLINED)
5046
Assisted Reproductive Technology
Clinical criteria:
e The treatment must be for prevention of premature luteinisation and ovulation, AND
e Patient must be undergoing controlled ovarian stimulation, AND

¢ Patient must be receiving medical services as described in items 13200, 13201, 13202 or 13203 of the Medicare Benefits
Schedule.

triptorelin acetate 100 microgram/mL injection, 7 x 1 mL syringes
10907C Max.Qty Packs No.of Rpts  Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
4 . . *216.46 38.30 Decapeptyl [FP]
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Opiate Dependence Treatment
Program

* BUPRENORPHINE

Note Care must be taken to comply with the provisions of State/Territory law when prescribing this drug.

Note Shared Care Model:
For prescribing by nurse practitioners where care of a patient is shared between a nurse practitioner and medical
practitioner in a formalised arrangement with an agreed management plan. Further information can be found in the
Explanatory Notes for Nurse Practitioners.
Restricted benefit
Opiate dependence
Treatment Phase: Maintenance and detoxification (withdrawal)
Clinical criteria:
e The treatment must be within a framework of medical, social and psychological treatment.

buprenorphine 2 mg sublingual tablet, 7

6308B Max.Qty Packs PUIES & Brand Name and Manufacturer
manufacturer $
1 9.98 Subutex [IR]

buprenorphine 400 microgram sublingual tablet, 7

Price ex

Brand Name and Manufacturer
manufacturer $

6307Y Max.Qty Packs

1 5.85 Subutex [IR]
buprenorphine 8 mg tablet, 7

6309C Max.Qty Packs PIES i Brand Name and Manufacturer
manufacturer $
1 28.60 Subutex [IR]

= BUPRENORPHINE + NALOXONE

Note Buprenorphine with naloxone soluble film and buprenorphine with naloxone sublingual tablet do not meet all the criteria for
bioequivalence. Patients being switched between sublingual tablets and soluble films may therefore require a dosage
adjustment.

Note Care must be taken to comply with the provisions of State/Territory law when prescribing this drug.

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

Restricted benefit

Opiate dependence

Clinical criteria:

e The treatment must be within a framework of medical, social and psychological treatment.

buprenorphine 2 mg + naloxone 500 microgram sublingual film, 28

9749D Max.Qty Packs PIES i Brand Name and Manufacturer
manufacturer $
1 46.20 Suboxone Film 2/0.5 [IR]

buprenorphine 8 mg + naloxone 2 mg sublingual film, 28

Price ex

Brand Name and Manufacturer
manufacturer $

9750E Max.Qty Packs

1 132.44 Suboxone Film 8/2 [IR]

= METHADONE
Caution The risk of drug dependence is high.
Note Care must be taken to comply with the provisions of State/Territory law when prescribing this drug.
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Note Shared Care Model:

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

Explanatory Notes for Nurse Practitioners.

Restricted benefit
Opiate dependence

methadone hydrochloride 5 mg/mL oral liquid, 1 L

6172W Max.Qty Packs “liee Brand Name and Manufacturer Brand Name and Manufacturer
manufacturer $
1 33.20 @ Aspen Methadone Syrup [QA] 2 Biodone Forte [MW]

methadone hydrochloride 5 mg/mL oral liquid, 200 mL

6171T Max.Qty Packs PIES i Brand Name and Manufacturer Brand Name and Manufacturer
manufacturer $
1 7.91 & Aspen Methadone Syrup [QA] ¢ Biodone Forte [MW]
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Repatriation Pharmaceutical Benefits
Scheme

= AMOROLFINE
Restricted benefit
Onychomycosis

amorolfine 5% application, 5 mL
4010C Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer

11 1 . 47.12 6.20  ® Myconail [AE]
60.55 6.20  ?® Sandoz Nail Repair [SZ]
67.20 6.20 % Pharmacy Action Anti-Fungal
Nail Treatment [GQ]
83.37 620  * Aporyl [TX]
92.12 6.20  ® Loceryl [GA]

= BUDESONIDE
Restricted benefit
Severe intractable rhinitis

budesonide 64 microgram/actuation nasal spray, 120 actuations
4092J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
1 . . 39.83 6.20 Budamax Aqueous [PM]

= CICLOPIROX
Restricted benefit
Severe seborrhoeic dermatitis

ciclopirox olamine 1.5% shampoo, 60 mL
4106D Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
11 . . 21.27 6.20 Stieprox Liquid [GK]

= IPRATROPIUM
Restricted benefit
Severe intractable rhinorrhoea
Clinical criteria:
e The condition must be associated with perennial rhinitis, AND
e The condition must be unresponsive to insufflated nasal steroids.
ipratropium bromide monohydrate 22 microgram/actuation nasal spray, 180 actuations
4089F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 . 25.95 6.20 Atrovent Nasal Aqueous [BY]

ipratropium bromide monohydrate 44 microgram/actuation nasal spray, 180 actuations
4090G Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
1 5 . 32.10 6.20 Atrovent Nasal Forte [BY]

= KETOCONAZOLE
Restricted benefit
Severe seborrhoeic dermatitis

ketoconazole 2% shampoo, 100 mL
4007X Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
11 . . 21.82 6.20 Sebizole [GN]
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ketoconazole 2% shampoo, 60 mL

4008Y Max.Qty Packs No. of Rpts Premium $ DPMQ $

MRVSN $

Brand Name and Manufacturer

11

20.39

6.20

Nizoral 2% [JT]

=» NICOTINE

Note Studies have shown that successful therapy with this drug is enhanced by patient participation in a support and counselling

program.

Authority required
Nicotine dependence
Clinical criteria:

e Patient must have indicated they are ready to cease smoking, AND
e Patient must have entered a comprehensive support and counselling program.

nicotine 10 mg/16 hours patch, 7

A577X Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
2 *54.42 6.20 Nicorette Patch [JT]
nicotine 14 mg/24 hours patch, 7
4572P Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
2 *54.20 6.20 QuitX [AF]
*67.22 6.20 Nicabate CQ 14 [GC]
nicotine 15 mg/16 hours patch, 7
4578Y Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
2 2 *59.24 6.20 Nicorette Patch [JT]
nicotine 21 mg/24 hours patch, 7
4573Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer
2 2 *57.16 6.20 QuIitX [AF]
*67.22 6.20 Nicabate CQ 21 [GC]
nicotine 5 mg/16 hours patch, 7
4576W Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN $ Brand Name and Manufacturer
2 *50.44 6.20 Nicorette Patch [JT]
nicotine 7 mg/24 hours patch, 7
4571N Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
2 *51.04 6.20 QuitX [AF]

= TERBINAFINE
Authority required
Onychomycosis
Clinical criteria:

e The condition must be due to dermatophyte infection proven by microscopy and confirmed by an Approved Pathology

Provider; OR

e The condition must be due to dermatophyte infection proven by culture and confirmed by an Approved Pathology

Provider.
terbinafine 250 mg tablet, 42

= TERBINAFINE

4011D Max.Qty Packs No. of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer Brand Name and Manufacturer
1 1 34.34 6.20  ® GenRx Terbinafine [GX] @ Lamisil (Novartis
Pharmaceuticals Australia Pty
Limited) [NV]
& Tamsil [RW] ? Terbinafine GH [GQ]
? Terbinafine Sandoz [SZ] 2 Tinasil [AF]
Restricted benefit
Tinea pedis
terbinafine 1% gel, 15 g
4463X Max.Qty Packs No. of Rpts Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer
1 25.28 6.20 Lamisil DermGel [NC]

Repatriation Pharmaceutical Benefits Scheme
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terbinafine hydrochloride 1% cream, 15 g

4473K Max.Qty Packs No.of Rpts  Premium $ DPMQ$ MRVSN$ Brand Name and Manufacturer Brand Name and Manufacturer
11 1 . 24.01 6.20  * Lamisil [NC] # Pharmacy Action Pharmisil
[GQ]
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